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FATHER’S DAY 

Presidential proclamation........ 25413 

REFUGEES IN SOMALIA AND DJIBOUTI 

Presidential memorandum providing assistance... 25415 

VETERANS REHABILITATION AND 
EDUCATION 

VA publishes regulations regarding the clinical portion of medi¬ 
cal or dental technician courses; effective 6-8-78__25428 

HOUSING ASSISTANCE PAYMENTS 
PROGRAM 

HUD publishes fair market rents for new construction and 
substantial rehabilitation projects; effective 4-1-78 (Part III of 
this issue).. 25604 

CARCINOGEN POLICY 

CPSC establishes interim policy and procedures for classify¬ 
ing, evaluating, and regulating substances that pose a risk of 
cancer, if they are present in consumer products; effective 
6-13-78; comments by 10-11-78 (Pari V of this issue).. 25658 
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 

The following agencies have agreed to publish all documents on two assigned days of the week (Monday/ 
Thursday or Tuesday/Friday). This is a voluntary program. (See OFR notice 41 FR 32914, August 6, 1976.) 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

DOT/COAST GUARD 

USDA/ASCS 


DOT/COAST GUARD 

USDA/ASCS 

DOT/NHTSA 

USDA/APHIS 


DOT/NHTSA 

USDA/APHIS 

DOT/FAA 

USDA/FNS 


DOT/FAA 

USDA/FNS 

DOT/OHMO 

USDA/FSQS 


DOT/OHMO 

USDA/FSQS 

DOT/OPSO 

USDA/REA 


DOT/OPSO 

USDA/REA 


CSC 



CSC 


LABOR 



LABOR 


HEW/ADAMHA 



HEW/ADAMHA 


HEW/CDC 



HEW/CDC 


HEW/ FDA 



HEW/FDA 


HEW/HRA 



HEW/HRA 


HEW/HSA 



HEW/HSA 


HEW/NIH 



HEW/NIH 


HEW/PHS 


HEW/PHS 


Documents normally scheduled for publication on a day that will be a Federal holiday will be published the 
next work day following the holiday. 

Comments on this program are still invited. Comments should be submitted to the Day-ofthe-Week Program 

Coordinator, Office of the Federal Register, National Archives and Records Service, General Services Adminis¬ 
tration, Washington, D.C. 20408. 




Published daily. Monday through Friday (no publication on Saturdays, Sundays, or on official Federal 
holidays). by the Office of the Federal Register, National Archives and Records Service. General Services 
Administration. Washington, D C. 20408. under the Federal Register Act <49 Stat. 500. as amended; 44 U.S.C., 
Ch. 15) and the regulations of the Administrative Committee of the Federal Register <1 CFR Ch. I). Distribution 
is made only by the Superintendent of Documents. U5. Government Printing Office, Washington, D.C. 20402. 


The Federal Register provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal eifect, documents required to be published by Act of Congress and other Federal agency 
documents of public Interest. Documents are on file for public Inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the issuing agency. 


The Federal Register will be furnished' by mall to subscribers, free of postage, for $5.00 per month or $50 per year, payable 
in advance. The charge fqr individual copies is 75 cents for each issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documents. U.S. Government Printing Office, Washington. 
D.C. 20402. 


There are no restrictions on the republlcation of material appearing in the Federal Register. 
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INFORMATION AND ASSISTANCE 

Questions and requests for specific information may be directed to the following numbers. General inquiries may be 
made by dialing 202-523-5240. 


FEDERAL REGISTER. Daily Issue: 

Subscription orders (GPO). 202-783-3238 

Subscription problems (GPO). 202-275-3050 

"Dial - a - Reg” (recorded sum¬ 
mary of highlighted documents 
appearing in next day’s issue). 

Washington, D.C. 202-523-5022 

Chicago, III. 312-663-0884 

Scheduling of documents for 202-523-3187 

publication. 

Photo copies of documents appear- 523-5240 

ing in the Federal Register. 

Corrections. 523-5237 

Public Inspection Desk. 523-5215 

Finding Aids. 523-5227 

Public Briefings: “How To Use the 523-3517 

Federal Register.” 

Code of Federal Regulations (CFR).. 523-3419 

523-3517 

Finding Aids. 523-5227 


PRESIDENTIAL PAPERS: 

Executive Orders and Proclama- 523-5233 

tions. 

Weekly Compilation of Presidential 523-5235 

Documents. 

Public Papers of the Presidents. 523-5235 

Index. 523-5235 

PUBLIC LAWS: 

Public Law dates and numbers. 523-5266 

523-5282 

Slip Laws. 523-5266 

523-5282 

U.S. Statutes at Large. 523-5266 

523-5282 

Index. 523-5266 

523-5282 

U.S. Government Manual . 523-5230 

Automation. 523-3408 

Special Projects . 523-4534 


HIGHLIGHTS—Continued 


DISASTER RELIEF 

HUD proposes certain specifications and preference when 
providing relief to Presidentially declared disaster areas; com¬ 
ments by 7-13-78... 25449 

LAW AND ORDER ON INDIAN 
RESERVATIONS 

Interior/BIA proposes rules to amend Code of Indian Tribal 
Offenses Committed on the Menominee Indian Reservation; 
comments by 8-14-78...- 25448 

OTC NIGHTIME SLEEP-AID AND STIMULANT 
PRODUCTS 

HEW/FDA issues tentative final orders; objections and re¬ 
quests for an oral hearing by 7-13-78 (Part II of this issue).... 25544 

LIMITATIONS ON PAYMENT OR 
REIMBURSEMENT FOR DRUGS 

HEW/Secy proposes to amend procedures setting a maximum 
allowable cost for drugs for which reimbursement is provided 
under Medicare, Medicaid, and other programs; comments by 


7-13-78 ..... 25450 

MAJOR HOUSEHOLD APPLIANCES 

DOE requests interested persons to submit information con¬ 
cerning certain specified issues involved with manufacture and 
purchase; comments by 7-26-78.-. 25459 

CONTAGIOUS EQUINE METRITIS 

USDA/APHIS permits unrestricted entry of certain horses from 
certain affected countries when specific conditions are met; 
effective 6-13-78.. 25418 


FOREIGN PORTFOLIO INVESTMENT 

Treasury proposes regulations for surveys regarding studies, 
analyses, and mandatory surveys of foreign portfolio invest¬ 
ment in the U.S. and U.S. investment abroad; comments by 
7-14-78, hearing on 7-10-78 (Part IV of this issue)...—. 25636 

MILITARY TRANSPORTATION 

CAB proposes amendments of the minimum military charter 
rates for foreign and overseas air transportation services 
performed for the Department of Defense; comments by 
7-3-78. 25433 

EMPLOYEE BENEFIT PLANS 

Treasury/IRS, Labor/PWBP give notice of proposed exemp¬ 
tion for a transaction involving the American Medical Associ¬ 
ation Members’ Retirement Plan; comments by 7-21-78. 25492, 

25513 

ASSOCIATION OF OFFICIAL ANALYTICAL 
CHEMISTS 

HEW/FDA anounces execution of memorandum of agree¬ 
ment, effective 2-21-78. 25484 

CROP PRICE SUPPORT PROGRAMS 

USDA/CCC revises interest rate on loans; effective 4-1-78 ... 25453 

WOOL AND MOHAIR ADVERTISING AND 
PROMOTION 

USDA/AMS, ASCS propose to establish procedure for the 


conduct of referendums; comments by 7-13-78 ...—. 25430 

OPTIC LIQUID LEVEL SENSING SYSTEMS 
FROM CANADA 

Treasury/Customs publish preliminary countervailing duty de¬ 
termination; effective 6-13-78 --- 25512 


iii 
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HIGHLIGHTS—Continued 


NEW ANIMAL DRUGS 

HEW/FDA proposes to update regulations for bacitracin and 
bacitracin-containing drugs; comments by 8-14-70.. 25444 

MANDATORY MEAT INSPECTION 

USDA/FSQS provides a revised standard of composition for 
“Lard" and "Leaf Lard”; effective 7-13-78.. 25419 

PESTICIDES 

EPA approves Department of Defense plan for certification of 
applicators of restricted use pesticides. 25648 

GRAS STATUS 

HEW/FDA proposes affirmation of generally recognized as 
safe status of certain carbonates and bicarbonates; comments 
by 8-14-78 . 25438 

GRAS INGREDIENTS 

HEW/FDA announces opportunity for public hearing on safety 
of pantothenates, thiamine, urea, vitamin B,*, and sodium 
chloride and potassium chloride; requests for oral presentation 
by 6-13-78 . 25487 

NATIONAL REGISTER OF HISTORIC PLACES 

Interior/HCRS requests comments by 6-23-78 on pending 
nominations. 25489 


PRIVACY ACT 

NSF publishes additional system of records; comments by 
7-13-78. 25502 

MEETINGS— 

USDA/APHIS: Pseudorabies, 6-20, 6-22, 6-27, and 

6- 29-78. 25433 

HEW/OE: National Advisory Council on Vocational Educa¬ 
tion, 8-4-78. 25489 

Minimum Wage Study Commission, 6-20-78. 25501 

Labor/OSHA: Standards Advisory Committee on Cutaneous 

Hazards, 6-26 and 6-27-78. 25490 

NFAH/NEH: Advisory Committee Humanities Panel. 6-29, 

7- 6, 7-10, 7-11, 7-14, and 7-15-78.25501, 

25502 

NRC: Advisory Committee on Reactor Safeguards Subcom¬ 
mittee on Electrical Systems, Control and Instrumentation, 

6-29-78.... 25503 

HEARING— 

PRC: Mail Classification Schedule 1977, 7-11-78. 25504 

SEPARATE PARTS OF THIS ISSUE 

Part II, HEW/FDA. 25544 

Partlll, HUD. 25604 

Part IV, Treasury. 25636 

Part V, CPSC. 25658 


reminders 

(The items in this list were editorially compiled as an aid to Federal Register users. Inclusion or exclusion from this list has no legal 
significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Today 


Note: There were no items eligible for 
inclusion in the list of Rules Going Into 
Effect Today. 


List of Public Laws 


Note: No public bills which have become 
law were received by the Office of the Feder¬ 
al Register for inclusion in today’s List of 
Public Laws. 

[Last Listing: June 12, 1978] 
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presidential documents 


[ 3195 - 01 ] 


Title 3—The President 

PROCLAMATION 4574 

Father’s Day, 1978 

By the President of the United States of America 

A Proclamation 

Today’s fathers face new challenges as America changes. In addition to 
their traditional role as breadwinner for the family, many fathers are playing a 
greater role in raising children and in the home. The preservation of Ameri¬ 
ca’s family structure will, in large measure, depend upon their ability to meet 
these demands. 

To honor our Nation’s fathers, and to provide an opportunity to reflect 
upon their contributions to our society, the Congress, by joint resolution of 
April 24, 1972 (86 Stat. 124; 36 U.S.C. 142a), has asked the President to issue 
annually a proclamation calling upon the American people to observe the 
third Sunday in June of each year as Father’s Day. 

NOW, THEREFORE, I, JIMMY CARTER, President of the United States 
of America, do hereby request that Sunday, June 18, 1978, be observed as 
Father’s Day. I direct Government ofFicials to display the flag of the United 
States on all Government buildings on that day and I urge all citizens to 
display the flag at their homes and other suitable places. 

IN WITNESS WHE1REOF, I have hereunto set my hand this ninth day of 
June, in the year of our Lord nineteen hundred seventy-eight, and of the 
Independence of the United States of America the two hundred and second. 



[FR Doc. 78-16438 Filed 6-9-78; 2:53 pm] 
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[3195-01J 

Memorandum of May 23, 1978 

Determination Pursuant to Section 2(c)(1) of the Migration and Refugee Assistance 
Act of 1962, as Amended, (The "Act") Authorizing the Obligation of $750,000 
of Funds Made Available Under the United States Emergency Refugee and Mi¬ 
gration Assistance Fund 


[Presidential Determination No. 78-12] 


Memorandum for the Secretary of State 


The White House, 
Washington , May 23 , 1978. 


In order to meet emergent needs of refugees who are in Somalia and 
Djibouti as a result of hostilities in the Horn of Africa, I hereby determine, 
pursuant to Section 2(c)(1) of the Act, that it is important to the national 
interest that up to $750,000 in funds appropriated under the United States 
Emergency Refugee and Migration Assistance Fund be made available for 
assistance to such refugees. This assistance will be furnished through contribu¬ 
tions to the United Nations High Commissioner for Refugees, international 
organizations and voluntary agencies helping these refugees. 

The Secretary of State is requested to inform the appropriate cpmmittees 
of Congress of the Determination and the obligation of funds made under 
their authority. 

This determination shall be published in the Federal Register. 



[FR Doc. 78-16452 Filed 6-9-78; 3:55 pm] 
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rules ond regulations 

--- 

This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are keyed to and 
codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C 1510. 

The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books ore listed in the first FEDERAL REGISTER issue of each 
month. 


[6325-01] 

Title 5—Administrative Personnel 

CHAPTER I—CIVIL SERVICE 
COMMISSION 

PART 213—EXCEPTED SERVICE 

Department of Commerce, 
Department of Energy 

AGENCY: Civil Service Commission. 
ACTION: Pinal rule. 

SUMMARY: This amendment (1) 
changes the title of two positions in 
the Department of Commerce to re¬ 
flect an organizational redesignation 
and (2) excepts under Schedule C a 
position in the Department of Energy 
because it is confidential in nature. 

EFFECTIVE DATE: May 18. 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Michael Sherwin, 202-632-4533. 

Accordingly. 5 CFR 213.3314(a)(14) 
and (34) are amended and 
213.3331(d)(2) is added as set out 
below: 

§ 213.3314 Department of Commerce. 

(a) Office of the Secretary. 999 
(14) One Private Secretary to the Di¬ 
rector, Office of Public Affairs. • • • 
(34) Deputy Director, Office of 
Public Affairs. 


§ 213.3331 Department of Energy. 


(d) Office of the Administrator of the 
Energy Information Administration. 

m • m 

(2) One Confidential Assistant (Sec¬ 
retary) to the Deputy Administrator. 

(5 U.S.C. 3301, 3302: EO 10577, 3 CFR 1954- 
1958 Comp., p. 218.) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners. 

[FR Doc. 78-16145 Filed 6-12-78; 8:45 am) 


[6325-01] 

PART 213—EXCEPTED SERVICE 

Department of the Treasury, Depart¬ 
ment of Commerce, Veterans Ad¬ 
ministration 

AGENCY: Civil Service Commission. 
ACTION: Final rule. 

SUMMARY: This amendment (1) ex¬ 
cepts under Schedule C certain posi¬ 
tions at the Department of Treasury 
and the Department of Commerce be¬ 
cause they are confidential in nature 
and (2) reflects a title change at the 
Veterans Administration due to the re¬ 
organization of that office. 

EFFECTIVE DATE: May 24, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Michael Sherwin, 202-632-4533. 

Accordingly, 5 CFR 213.3305(a)(73), 
213.3314(a)(5) and 213.3327(a)(7) are 
amended, 213.3314(x)(2) Ls added and 
213.3327(a)(1) is revoked as set out 
below: 

§ 213.3305 Department of the Treasury. 

(a) Office of the Secretary. 9 9 9 
(73) Three Special Assistants to the 
Assistant Secretary (Public Affairs). 

* • • • • 

§ 213.3314 Department of Commerce. 

(a) Office of the Secretary. • • • 

(5) Two Confidential Assistants and 
one Private Secretary to the General 
Counsel. • • • 

(x) Office of the Assistant Secretary 

for Communications and Information. 

• • • 

(2) Director, Office of Congressional 
and Media Affairs. 


§ 213.3327 Veterans Administration. 

(a) Office of the Administrator. 

(1) [Revoked]. • • * 

(7) Six Confidential Assistants to the 
Executive Assistant to the Administra¬ 
tor. 

(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954- 
1958 Comp., p. 218.) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners. 
[FR Doc. 78-16147 Filed 6-12-78; 8;45 am] 


[1505-01] 

Title 7—Agriculture 


CHAPTER XXVIII—FOOD SAFETY 

AND QUALITY SERVICE, DEPART¬ 
MENT OF AGRICULTURE 


SUBCHAPTER C—REGULATIONS AND STAND¬ 
ARDS UNDER THE AGRICULTURAL MARKET¬ 
ING ACT OF 1946 


PART 2852—PROCESSED FRUITS AND 
VEGETABLES, PROCESSED PROD¬ 
UCTS THEREOF, AND CERTAIN 
OTHER PROCESSED FOOD PROD¬ 
UCTS 


Subpart—United States Standards for 

Grades of Canned Clingstone 

Peaches 1 

Correction 

In FR Doc. 78-13099, appearing at 
page 20957 in the issue of Tuesday. 
May 16. 1978, the following changes 
should be made: 

1. On page 20959, first column, the 
sixth line of § 2852.2563(a) should 
read, “[sam-]pling can be considered 
satisfactory as”. 

2. On page 20960, the first line of 
the first column should read, “( 1 ) 
Halves; quarters—25 units.” The fifth 
line should read, ”(5) Halves and 
pieces; pieces or irreg-[ular].” and 
wherever the symbol “X" appears (in 
§ 2852.2568(d)(1), §2852.2569(0 and in 
the headings of Table I at the_ bottom 
of the page), it should read, “X” Also, 
where the symbol 44 LL " appears in the 
headings of the table, it should not 
have a subscript. 

3. On page 20961. wherever the sym¬ 
bols “X” or subscript "x" appear in 
Tables I and II, they should read. “X” 
and “x” respectively, where the 
symbol 44 LL ” appears, it should not 
have a subscript, and where the 
symbol 44 R’ " appears in the headings 
of Table III, it should read. “R” 

4. On page 20962, in Table III con¬ 
tinued, the headings now reading 
” X'min " ” LWU ”, “LRLx” and “R" 
should read^ “X'min”, “LWL,” 
“LRL,” and “R" respectively. 
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5. On page 20962, the fourth and 
fifth lines of the first column, below 
Table III continued, should read, " R ” 
means a specified average range 
value.” and the last line of 
§ 2852.2570(a)(l)(vi) should read, “of 
whole, halves, and quarters;”. 

6. On page 20J63. in Table IV, the 
eleventh line under the heading, 
“Halves and Quarters” should read, 
“Partially detached piece”. 

7. On page 20964, in Table IV contin¬ 
ued, an “X” should appear under the 
heading “Critical” and in line with the 
entries “Small piece (each piece)” and 
“short stem and small piece (each 
piece)”. 


[3410-34] 

Title 9—Animals and Animal Products 

CHAPTER I—ANIMAL AND PLANT 
HEALTH INSPECTION SERVICE, DE¬ 
PARTMENT OF AGRICULTURE 

SUgCHAFTER D—EXPORTATION AND IMPOR¬ 
TATION OF ANIMALS (INCLUDING POUL¬ 
TRY) AND ANIMAL PRODUCTS 

PART 92—IMPORTATION OF CER¬ 
TAIN ANIMALS AND POULTRY 
AND CERTAIN ANIMAL AND 
POULTRY PRODUCTS; INSPECTION 
AND OTHER REQUIREMENTS FOR 
CERTAIN MEANS OF CONVEY¬ 
ANCE AND SHIPPING CONTAINERS 
THEREON 

Importation of Horses 

AGENCY: Animal and Plant Health 
Inspection Service, USDA. 

ACTION: Final rule. 

SUMMARY: The purpose of this doc¬ 
ument is to permit the unrestricted 
entry of certain horses into the United 
States from the United Kingdom. Ire¬ 
land, and France which are countries 
affected with contagious equine metri¬ 
tis (CEM) when specific conditions are 
met. This action is needed to provide 
for the importation of horses from 
CEM-affected countries when this can 
be done without risk of introducing 
CEM into the United States. The 
effect of this action would be to pro¬ 
vide for the importation of certain 
horses from CEM-affected countries. 

EFFECTIVE DATE: June 13, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Dr. D. E. Herrick, USDA. APHIS. 
VS. Room 815, Federal Building. Hy- 
attsville, Md. 20782, 301-436-8170. 

SUPPLEMENTARY INFORMATION: 
On February 17. 1978, there was pub¬ 
lished in the Federal Register (43 FR 
6957-6958) a notice of Proposed Rule¬ 


RULES AND REGULATIONS 

making w hich would amend the regu¬ 
lations (9 CFR 92.2, 92.4, and 92.17) to 
provide for the importation of certain 
horses into the United States from the 
United Kingdom. Ireland, and France 
which are countries affected with 
CEM when certain specified conditions 
are met. A period of 30 days was pro¬ 
vided for receipt of comments concern¬ 
ing the proposal. In response to this 
proposal requests were received from a 
representative of the Infectious Dis¬ 
ease Committee, United States Animal 
Health Association, and other interest¬ 
ed parties for additional time in which 
to obtain relevant data and informa¬ 
tion and to develop sound views and 
comments. Since the Department is in¬ 
terested in receiving meaningful views 
and comments, a notice was published 
in the Federal Register on April 4, 
1978 (43 FR 14042) which extended 
the comment period to May 1, 1978. 

A total of four comments were re¬ 
ceived, all of which suggested modifi¬ 
cation or delay in placing the proposal 
into effect. Three comments suggested 
that horses for breeding purposes not 
be allowed to be imported into the 
United States until more controls have 
been placed on CEM by the Govern¬ 
ment of the affected countries. One 
comment suggested that present re¬ 
strictions be continued for an addi¬ 
tional period of 6 months. 

After due consideration of all rele¬ 
vant material available to the Depart¬ 
ment. including that submitted in con¬ 
nection with such notices, the Depart¬ 
ment has determined that the labora¬ 
tory capability and swabbing tech¬ 
niques developed and used in the af¬ 
fected countries are sufficient to pro¬ 
vide effective diagnostic capability and 
to provide a reasonable degree of as¬ 
surance against the introduction of 
CEM into the United States. Addition¬ 
al protection is provided by the re¬ 
quirement that the National Veteri¬ 
nary Service of affected countries 
must certify for export only those 
horses that have individual health his¬ 
tory records which show that since 
reaching 2 years of age such horses 
have not been on any premises where 
breeding was carried out, thereby sub¬ 
stantially reducing the danger of their 
exposure to the disease. 

This action will provide for the im¬ 
portation of horses from certain CEM 
affected countries in a manner that 
does not create an undue risk of intro¬ 
ducing CEM into the United States. 

Accordingly, part 92, title 9, Code of 
Federal Regulations, is amended in 
the following respects: 

1. In § 92.2, paragraph (i) is amended 
to add subparagraph (2)(iv) to read: 

§ 92.2 General prohibitions; exceptions. 

• • • * • 

(!)••• 

( 2 )• • • 


(iv) Horses imported for permanent 
entry from the United Kingdom, Ire¬ 
land, and France, if such animals are 
accompanied by import permits in ac¬ 
cordance with § 92.4 of the regulations 
and are accompanied by a certificate 
signed by an official of the National 
Veterinary Service of such country 
stating that: 

(A) Individual health history records 
that he certifies to be true and factual 
show that since reaching 2 years of 
age such horses have not been on 
premises where breeding was carried 
out; 

(B) For fillies and mares, that three 
negative cultures for CEM were con¬ 
ducted from specimens collected from 
each of the mucosal surfaces of the 
urethral and clitoral fossa, cervix, and 
uterus for each culture, at intervals of 
no^less than 7 days, that one culture 
specimen was collected at time of 
estrus, and that the last of these tests 
was conducted within 30 days of the 
date of exportation; 

(C) For male colts and stallions, that 
three negative cultures were conduct¬ 
ed from specimens collected from each 
of the surfaces of the urethral fossa, 
the urethra, and the penile sheath for 
each culture at intervals of no less 
than 7 days, and that the last of these 
tests was conducted within 30 days of 
the date of exportation; and 

(D) At the time each specimen for 
culturing is taken, a licensed veterinar¬ 
ian of such country has clinically ex¬ 
amined such horses and has certified 
that such horses are clinically free of 
evidence of CEM. All specimens shall 
be cultured in a laboratory approved 
by the National Veterinary Service of 
such country to conduct cultures for 
CEM. 

§92.4 I Amended] 

2. The heading of §92.4 is amended 
by inserting the phrase “horses from 
countries affected with CEM” immedi¬ 
ately after “swine” and prior to “poul¬ 
try.” 

3. The first sentence in §92.4 (a)(1) 
and (a)(3) and the fourth sentence in 
§ 92.4(b) is amended by inserting the 
phrase “horses from countries listed in 
§ 92.2(i)(l) of the regulations” immedi¬ 
ately after the term “poultry” and im¬ 
mediately preceding the term “animal 
semen.” 

4. In §92.17, that part of the first 
sentence after the fourth semicolon 
and preceding the first proviso is 
amended to read: 

§92.17 Horses, certification and accompa¬ 
nying equipment. 

• • •; and except as provided in 
92.2(i)(2)(i) and § 92.2(i)(2)(iv), the 
horses have not been in any country 
listed in §92.2(0(1) as affected with 
CEM during the 12 months immedi¬ 
ately prior to their importation into 
the United States: they have not been 
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on any premises at any time during 
which time such premises were found 
by an official of the Veterinary Ser¬ 
vices of the national government of 
the country where such premises are 
located, to be affected with CEM; that 
the horses have not been bred by or 
bred to any horse from an affected 
premises; and that they have had no 
other contact with horses that have 
been found to be affected with CEM 
or with horses that were imported 
from countries affected with 
CEM. • • • 

These amendments relieve restric¬ 
tions presently imposed on certain 
horses from CEM-affected countries 
when specific conditions are met and 
should be made effective promptly to 
be of maximum benefit to affected 
persons. It does not appear that fur¬ 
ther public participation in this rule- 
making proceeding would make addi¬ 
tional relevant information available 
to the Department. 

Accordingly, under the administra¬ 
tive procedure provisions in 5 U.S.C. 
553. good cause is found for making 
the amendments effective less than 30 
days after publication in the Federal 
Register. 

Done at Washington, D.C., this 7th 
day of June 1978. 

Note.— The Animal and Plant Health In¬ 
spection Service has determined that this 
document does not contain a major proposal 
requiring preparation of an Inflation 
Impact Statement under Executive Order 
11821 and OMB Circular A-107. 

Pierre A. Chaloux, 
Deputy Administrator, 
Veterinary Services. 

[FK Doc. 78-16317 Filed 6-12-78; 8:45 ami 


[3410-34] 

CHAPTER III—FOOD SAFETY AND 
QUALITY SERVICE, MEAT AND 
POULTRY INSPECTION, DEPART¬ 
MENT OF AGRICULTURE 

SUBCHAPTER A—MANDATORY MEAT 
INSPECTION 

PART 315—RENDERING OR OTHER 
DISPOSAL OF CARCASSES AND 
PARTS PASSED FOR COOKING 

PART 319—DEFINITIONS AND 
STANDARDS OF IDENTITY OR 
COMPOSITION 

Standard of Composition for Lard and 
Leaf Lard Deletion of Standard for 
Rendered Pork Fat 

AGENCY; Food Safety and Quality 

Service, USDA. 

ACTION: Final rule. 

SUMMARY: This rule would amend 

the Federal meat inspection regula- 
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tions to provide for a revised standard 
of composition for “Lard" and “Leaf 
Lard." The administrator believes that 
such standard is necessary in order to 
clearly specify the ingredients permit¬ 
ted in “Lard" and “Leaf Lard." This 
amendment also deletes the current 
standard for “Rendered Pork Fat" 
since packers have generally ceased 
production of such product. 

EFFECTIVE DATE: July 13, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Mr. I. Fried, Acting Director, Prod¬ 
uct Labels. Packaging, and Stand¬ 
ards Staff. Scientific and Technical 
Services, Meat and Poultry Inspec¬ 
tion Program, Food Safety and 
Quality Service, U.S. Department of 
Agriculture, Washington, D.C. 20250, 
202-447-6042. 

SUPPLEMENTARY INFORMATION: 
The notice of proposed rulemaking 
published in the Federal Register (38 
FR 15519-15520; 38 FR 17016) speci¬ 
fied the ingredients permitted in the 
production of “Lard" and “Leaf Lard", 
and the minimum identity and quality 
characteristics to be required of such 
products by the revised standard. The 
notice indicated that the Department 
had been petitioned to amend the Fed¬ 
eral meat inspection regulations to re¬ 
define the pork byproducts that can 
be used as ingredients of “Lard" and 
to eliminate the provisions for the pro¬ 
duction of “Rendered Pork Fat." It 
also explained that packers have gen¬ 
erally discontinued production of 
“Rendered Pork Fat" and concentrat¬ 
ed their merchandising efforts on lard. 
Therefore, such product has ceased to 
be a familiar retail product, and it is 
virtually unknown to consumers in 
this country. Additionally, it was 
pointed out that some ingredients per¬ 
mitted in rendered pork fat. but not in 
lard, could be permitted in the pro¬ 
posed new lard standard with no de¬ 
trioration in the quality of the fin¬ 
ished product. 

A total of 52 written comments were 
received on this proposal of which 34 
represented consumer viewpoints and 
14 were submitted by processors of 
lard and related products. The remain¬ 
der were submitted by State meat in¬ 
spection program officials who ex¬ 
pressed endorsement of provisions in 
the proposed standards for “Lard” and 
“Leaf Lard" and favored an amend¬ 
ment of the Federal meat Inspection 
regulations that would delete the pres¬ 
ent standard for “Rendered Pork Fat." 
In view of the circumstances referred 
to above, the regulations are also 
being amended to delete the standard 
and provisions concerning “Rendered 
Pork Fat." 

The comments from consumers gen¬ 
erally indicated opposition to changes 
in the lard standard which would 
permit the use of ingredients which 
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might adversely affect the quality of 
such a product. However, the Depart¬ 
ment has determined that adoption of 
the new standard will not result in any 
reduction in product quality. The 
technology of lard preparation has 
evolved considerably from the time 
when the old standard became effec¬ 
tive. By complying with the require¬ 
ments set forth in this new standard, 
the quality of lard in the marketplace 
will be consistent with that available 
in the past. 

Comments from industry supported 
the proposal except on one point. The 
color value set forth in the proposal as 
a quality factor for use in determining 
product acceptability was considered 
to be too low to be practicably applied 
to “Lard" and “Leaf Lard" production 
due to the different kinds of rendering 
equipment presently available and the 
variances in processing operations 
from plant to plant. There appeared 
to be agreement that a more reason¬ 
able requirement would be a maxi¬ 
mum of 3.0 red units in a 5 ft-inch cell 
on the Lovibond scale. In support of 
this color measurement factor, it was 
indicated that appearance differences 
between products with two and three 
red units are not detectable even by 
individuals experienced in comparing 
lard or leaf lard quality factors. Since 
color of product would not be altered 
from a practical standpoint, it appears 
to be advisable to raise the measure¬ 
ment scale to a maximum of three red 
units on the Lovibond scale and there¬ 
by permit the continued production of 
lard and leaf lard through the use of 
conventional equipment and oper¬ 
ations. 

The careful review of all comments 
submitted on the proposal and infor¬ 
mation derived from other sources in¬ 
dicate that the regulation should be 
amended as proposed in the Federal 
Register notice with certain changes. 
The major changes are that the color 
index in § 319.702(c)(1) is changed 
from 2.0 to 3.0 red units as requested 
by industry, and cured pork tissues are 
eliminated as ingredients by the Ad¬ 
ministrator because of certain safety 
considerations as discussed below. 

The proposed standard for lard, 
which was published in 1973, would 
have authorized the use of cured pork 
tissues as ingredients in the produc¬ 
tion of that product. However, since 
that time, a number of questions have 
arisen regarding the levels and use of 
nitrites as curing agents and their role 
in the formation of carcinogenic nitro- 
samines. On October 18. 1977, the De¬ 
partment published a request for data 
regarding the use of nitrites in cured 
products (FR 55626-27) in order to 
gain further information from indus- _ 
try prior to taking any final action re¬ 
garding the use of nitrates and ni¬ 
trites. The data are currently being 
submitted and will be reviewed by the 
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Department along with all other rele¬ 
vant information. Since the data have 
not been reviewed and other impor¬ 
tant safety issues concerning nitrosa- 
mine formation have not been fully re¬ 
solved, the Department has concluded 
that it should withhold cured pork tis¬ 
sues as materials used in the produc¬ 
tion of lard, at least for the present 
time. As further information becomes 
available, the Department will recon¬ 
sider its position. 

Other changes in §319.702(c) have 
been made to clarify the meaning of 
certain terms and to correct errors 
made in the transcription of the origi¬ 
nal notice. Thus, in § 319.702(c)(3), lan¬ 
guage has been added to make it clear 
that the maximum amount of free 
fatty acid to be permitted under the 
regulations is 0.5 percent or 1.0 acid 
value, as milligrams KOH per gram of 
sample. In § 319.702(c) (5) and (6) the 
phrases “By appearance of liquid" and 
“Maximum 0.2 percent" have been 
shifted to conform with the intent of 
the original proposal. This correction 
had previously been published in the 
Federal Register (38 FR 17016). Also, 
in § 319.702(c)(5) the term “matter" 
has been added to clarify the meaning 
of the phrase “Moisture and volatile." 
Finally, in § 319.702(d) an error was 
made in referring to paragraph (a) of 
the section, when the intent was to 
refer to paragraph (c). This has also 
been corrected. 

Accordingly, the Federal meat in¬ 
spection regulations are amended as 
follows: 

§319.703 lAmendedl 

1. Section 319.703 (9 CFR 319.703) is 
amended by deleting paragraph (b) 
and by removing the paragraph desig¬ 
nation “(a)" from the remaining para¬ 
graph. 

2. Section 315.1 (9 CFR 315.1) is 
amended by deleting reference to ren¬ 
dered pork fat in the section title, the 
text of the first paragraph, the last 
sentence of paragraph (a), and the 
first sentence of paragraph (b) to read 
as follows: 

§315.1 Carcasses and parts passed for 
cooking; rendering into lard or tallow. 

Carcasses and parts passed for cook¬ 
ing may be rendered into lard in ac¬ 
cordance with §319.702 of this sub¬ 
chapter or rendered into tallow, pro¬ 
vided such rendering is done in the fol¬ 
lowing manner: 

(a) * • • Such carcasses and parts 
shall be cooked for a time sufficient to 
render them effectually into lard or 
tallow, provided all parts of the prod¬ 
ucts are heated to a temperature not 
lower than 170 c F. for a period of not 
less than 30 minutes. 

(b) At establishments not equipped 
with closed rendering equipment for 
rendering carcasses and parts passed 
for cooking into lard and tallow, such 


RULES AND REGULATIONS 

carcasses or parts may be rendered in 
open kettles under the direct supervi¬ 
sion of a Program employee. * * * 

3. Section 319.702 is amended as set 
forth below: 

§ 319.702 Lard, Leaf Lard. 

(a) Lard is the fat rendered from 
clean and sound edible tissues from 
swine. The tissues may be fresh, 
frozen, cooked, or prepared by other 
processes approved by the Administra¬ 
tor in specific cases, upon his determi¬ 
nation that the use of such processes 
will not result in the adulteration or 
misbranding of the lard. The tissues 
shall be reasonably free from blood, 
and shall not include stomachs, livers, 
spleens, kidneys, and brains, or set¬ 
tlings and skimmings. “Leaf Lard" is 
lard prepared from fresh leaf (abdomi¬ 
nal) fat. 

(b) Lard (when properly labeled) 
may be hardened by the use of lard 
stearin or hydrogenated lard or both 
and may contain refined lard and de¬ 
odorized lard, but the labels of such 
lard shall state such facts, as applica¬ 
ble. 

(c) Products labeled “Lard" or “Leaf 
Lard" must have the following identi¬ 
ty and quality characteristics to insure 
good color, odor, and taste of finished 
product: 

<1) Color.. White when solid. Maximum 

3.0 red units In ft 5V« inch 
cell on the Lovibond scale. 

(2) Odor and taste. Characteristic and free from 

foreign odors and flavors. 

(3) Free fatty acid. Maximum 0.5 percent (as 

oleic) or 1.0 acid value, as 
milligrams KOH per gram 
of sample. 

(4) Peroxide value. Maximum 5.0 (as milllequi- 

valents of peroxide per 
kilogram fat). 

(5) Moisture and Maximum 0.2 percent. 

volatile matter. 

(6) Insoluble By appearance of liquid, fat 

impurities. or maximum 0.05 percent. 

(d) Product found upon inspection 
not to have the characteristics speci¬ 
fied in paragraph (c) of this section 
but found to be otherwise sound and 
in compliance with paragraph (a) of 
this section may be further processed 
for the purpose of achieving such 
characteristics. 

(Sec. 21, 34 Stat. 1260, as amended, 21 
U.S.C. 621) 

It does not appear that further 
public participation in rulemaking pro¬ 
ceedings on the amendment would 
make additional information available 
to the Department. Therefore, under 
the administrative procedure provi¬ 
sions in 5 U.S.C. 553, it is found upon 
good cause that further notice and 
other public rulemaking procedures or 
amendments are impracticable and un¬ 
necessary. 

Note.— The Pood Safety and Quality Serv¬ 
ice has determined that this document does 
not contain a major proposal requiring 
preparation of an Inflation Impact State¬ 
ment under Executive Order 11821 and 
OMB Circular A-107. 


Done at Washington, D.C., on: June 
8. 1978. 

Robert Angelotti, 
Administrator , 

Food Safety and Quality Service. 
[FR Doc. 78-16432 Piled 6-12-78; 8:45 am) 


[1505-01] 

Title 14—Aeronautics and Space 

CHAPTER I—FEDERAL AVIATION AD- 
MINISTRATION, DEPARTMENT OF 
TRANSPORTATION 

[Docket No. 78-CE-8-AD; Arndt. 39-3225) 

PART 39—AIRWORTHINESS 
DIRECTIVES 

CESSNA MODELS 210M, T210M, P210, 
310R, T310R, 340A, 402B, 404, 414, 
414A AND 421C AIRPLANES 

Correction 

In FR Doc. 78-14895 appearing on 
page 22934 in the issue of Tuesday, 
May 30. 1978, in the 3rd column, the 
7th line should read, “on these air¬ 
planes be made inoperative* * 


[8010-01] 

Title 17—Commodity and Securities 
Exchanges 

CHAPTER II—SECURITIES AND 
EXCHANGE COMMISSION 

[Release No. 34-14830) 

PART 241—INTERPRETATIVE RE¬ 

LEASES RELATING TO THE SECURI¬ 
TIES EXCHANGE ACT OF 1934 AND 
GENERAL RULES AND REGULA¬ 
TIONS THEREUNDER 

Reporting by Certain Institutional In¬ 
vestors of Beneficial Ownership of 
Certain Equity Securities Which as 
of the End of Any Month Exceeds 
10 Percent of the Class 

AGENCY: Securities and Exchange 
Commission. 

ACTION: Publication of staff inter¬ 
pretation. 

SUMMARY: Certain institutional in¬ 
vestors are obligated to file a short 
form acquisition statement within ten 
days after the end of the first month 
in which their beneficial ownership of 
a class of certain equity securities ex¬ 
ceeds ten percent. In response to oral 
inquiries and a written inquiry con¬ 
cerning the requirement under the ten 
percent rule to file the short form, 
this document announces the position 
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of the Division of Corporation Finance 
as to the conditions under which the 
short form is to be filed. 

FOR FURTHER INFORMATION 
CONTACT: 

John Granda, Office of Disclosure 

Policy and Proceedings, Division of 

Corporation Finance, Securities and 

Exchange Commission, 500 North 

Capitol Street, Washington, D.C. 

20549, 202-755-1750. 

SUPPLEMENTARY INFORMATION: 
Section 13(d)<l) of the Securities Ex¬ 
change Act of 1934 (“Exchange Act”) 
(15 U.S.C. 78a et seq., as amended by 
Pub. L. No. 94-29 (June 4, 1975) and 
Pub. L. 95-213 (December 19, 1977)) 
requires generally that any person 
who acquires beneficial ownership of 
more than five percent of a class of an 
equity security specified therein must 
file a statement within ten days after 
such acquisition. Section 13(d)(5) of 
the Exchange Act authorizes the Com¬ 
mission to require the filing of an ab¬ 
breviated version of the statement re¬ 
quired by Section 13(d)(1) if the acqui¬ 
sition of beneficial ownership was 
made in the ordinary course of busi¬ 
ness and not for the purpose nor with 
the effect of changing or influencing 
control of the issuer. 

On April 21, 1978 .the Commission 
announced, inter alia, the adoption of 
final rules, effective May 30, 1978, im¬ 
plementing the exemptive authority 
provided by section 13(d)(5).* In this 
regard. Rule 13d-l(b)(l) (17 CFR 
240.13d-l(b)(l» provides that speci¬ 
fied institutional investors who ac¬ 
quire beneficial ownership of more 
than five percent of a class of securi¬ 
ties, in the ordinary course of their 
business and not with the purpose nor 
with the effect of changing or influ¬ 
encing control of the issuer, may file a 
short form acquisition statement on 
Schedule 13G within forty-five days 
after the end of the calendar year. In 
an effort to reduce the cost of compli¬ 
ance, the Rule provides that a Sched¬ 
ule 13G need not be filed unless bene¬ 
ficial ownership as of the last day of 
the calendar year exceeds five percent. 
A supplement to the annual filing re¬ 
quirement was added by Rule 13d- 
1(b)(2) in order to provide more timely 
information in those instances where 
beneficial ownership exceeds ten per¬ 
cent. Thus, Rule 13d-l(b)(2) imposes a 
further reporting obligation on per¬ 
sons otherwise eligible to use Schedule 
13G, but who beneficially own more 
than ten percent of the specified class 
of securities as of the last day of a 
month. This provision requires a filing 
on Schedule 13G within ten days after 
the end of the first month in which 
such person's direct or indirect benefi¬ 
cial ownership exceeds ten percent of 


‘Exchange Act Release No. 14692 (April 
21. 1978X43 FR 18484). 


the class, computed as of the last day 
of the month, and thereafter within 
ten days after the end of any month in 
which such person’s beneficial owner¬ 
ship of securities of the class, comput¬ 
ed as of the last day of the month, in¬ 
creases or decreases by more than five 
percent. 

In addition to the letter which is the 
subject of this release, a considerable 
number of oral inquiries have been 
made to the Division as to whether a 
person who is eligible to file Schedule 
13G and who owns, as of May 31, 1978, 
more than 10 percent of a class of a se¬ 
curity would be required to file a 
Schedule 13G by June 10, 1978 pursu¬ 
ant to Rule 13d-l(b)(2), solely as a 
result of the Rule becoming effective 
on May 30, 1978. 

For a filing obligation under Rule 
13d-l(b)(2) to arise the Division be¬ 
lieves that there must be either (1) An 
acquisition of securities of the subject 
class on or after May 30, 1978 which 
acquisition is not otherwise exempted 
from the reporting requirements of 
Section 13(d);* or (2) a disposition of 
more than 5 percent of the securities 
of the subject class, the acquisition of 
which has previously given rise to a re¬ 
porting obligation under the past or 
current rules under Regulation 13D. 
This view is based on the fact that 
Sections 13(d)(1) and 13(d)(5) are di¬ 
rected to the acquistion of beneficial 
ownership and not to the status of 
being a beneficial owner. This is one of 
the reasons Congress felt it necessary 
to add Section 13(g) to the Exchange 
Act. Prior to the adoption of Section 
13(g) the Commission was not author¬ 
ized to require the filing of acquisition 
statements from persons owning bene¬ 
ficially more than 5 percent of a class 
of securities when such ownership was 
acquired prior to December 22, 1970, 
the effective date of the five percent 
reporting threshold, or was otherwise 
exempted from Section 13(d). Since 
the key concept under Section 13(g) is 
beneficial ownership and not the “ac¬ 
quisition” of such ownership, the 
Commission may, upon implementa¬ 
tion of section 13(g), require the filing 
of a Schedule 13G without regard to 
when the securities were acquired. 

It should be noted that the position 
expressed by the Division assumes 
that persons who had prior filing obli¬ 
gations under Section 13(d) complied 
therewith. Accordingly, the determi¬ 
nation of the obligation to file an ac¬ 
quisition statement under the past or 
current rules under Regulation 13D, 
other than under Rule 13d-l(b)(2), 
and the liability for not satisfying any 
such obligation is not addressed 


’For example, an acquisition which is 
within the 2 percent exemption of Section 
13(d)(6)(B) would be “otherwise exempted” 
within the meaning of this statement. 


herein. In cases of doubt as to the ex¬ 
istence of a filing obligation under 
Rule 13d-l(b)(2) persons are encour¬ 
aged to resolve such doubts in favor of 
filing a Schedule 13G. 

In order to publicly announce the 
Division’s in this matter, the Commis¬ 
sion authorized the Division to issue 
the following letter: * 

Dear Sir: I am responding to your letter 
of May 23. 1978, as supplemented by tele¬ 
phone conversations with the staff. Your 
letter concerns the applicability of Rule 
13d-l(b)<2) under the Securities Exchange 
Act of 1934 (“Exchange Act”) which re¬ 
quires persons relying on Rule 13d-l(b)(l) 
to use Schedule 13G, to file such Schedule 
within 10 days after the end of the first 
month in which their direct or indirect 
beneficial ownership exceeds ten percent of 
a class of equity security specified in Rule 
13d-l(c). This obligation is. of course, in ad¬ 
dition to the requirement imposed by Rule 
13d-l(bXl) that a Schedule 13G be filed 
within forty-five days after the end of any 
fiscal year in which an acquisition has oc¬ 
curred which results in a person becoming 
the beneficial owner of more than five per¬ 
cent of a class of a security. These rules are 
part of Regulation 13D which became effec¬ 
tive on May 30. 1978. 

Your inquiry essentially relates to wheth¬ 
er persons who do not acquire any addition¬ 
al securities subsequent to the effective date 
of Rule 13d-l(bX2) will be required to file a 
Schedule 13G by June 10, 1978, merely be¬ 
cause their beneficial ownership exceeds ten 
percent as of May 31, 1978. In this regard, 
you point out that the rules under Section 
13(d) of the Exchange Act are triggered by 
an “acquisition” of beneficial ownership 
rather than by the status of being a benefi¬ 
cial owner. 

The Commission has authorized the Divi¬ 
sion to inform you that a person who on 
May 31, 1978, is the beneficial owner of 
more than ten percent of a class of a securi¬ 
ty prescribed in Rule 13d-l(c> will be re¬ 
quired to file a Schedule 13G pursuant to 
Rule 13d-l(bX2> only if: (1) Such person 
makes an acquisition of any securities of the 
subject class on or after May 30. 1978. and 
such acquisition is not otherwise exempted 
from the reporting requirements under Sec¬ 
tion 13(d); or (2) such person makes a dispo¬ 
sition, on or after May 30. 1978, of more 
than five percent of the outstanding securi¬ 
ties of the subject class, the acquisition of 
which was required to have been disclosed 
in a statement on Schedule 13D as in effect 
prior to May 30, 1978. It should be under¬ 
stood, however, that this position assumes 
that persons who had prior filing obliga¬ 
tions under Section 13(d) complied there¬ 
with and that the position taken herein 
shall not be construed as sanctioning the 
continued deferral of such compliance. Ac¬ 
cordingly. the determination of the obliga¬ 
tion to file an acquisition statement under 
the past or current requirements of Regula¬ 
tion 13D, other than under Rule 13d- 


*The text of the letter has been edited to 
delete identifying data and other informa¬ 
tion not germane to the publication of the 
Division’s position. 
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1(b)(2). and the liability for not satisfying 
any such obligation, is not addressed herein. 
Sincerely. 

By the Commission. 

George A. Fitzsimmons, 
Secretary. 

June 5. 1978. 

tFR Doc. 78-16266 Filed 6-12-78; 8:45 am] 


[1505-01] 

Title 20—Employees’ Benefits 

CHAPTER III—SOCIAL SECURITY AD¬ 
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL¬ 
FARE 

[Regulation No. 4] 

part 404—FEDERAL OLD-AGE, SUR- 
VIVIORS, AND DISABILITY INSUR¬ 
ANCE 

Subpart K—Employment—Wages— 

Self - Employment — Self - Employ¬ 
ment Income From Self Employment 
of Limited Partner 

Correction 

AGENCY: Social Security Administra¬ 
tion, HEW. 

ACTION: Final rule. 

SUMMARY: These final regulations 
provide that the distributive share of 
partnership income or loss received by 
a limited partner is excluded from 
social security coverage. They define 
limited partner as one whose financial 
liability with respect to the obligations 
of the partnership is limited to the 
amount of his or her financial invest¬ 
ment in the partnership. Generally, 
the limited partner will not have per¬ 
formed services in the operation of, or 
participated in the control of, the 
business carried on by the partnership 
for the taxable year involved. The 
Social Security Amendments of 1977 
added to the Social Security Act the 
change affecting income received by a 
limited partner. The effect of these 
regulations is exclusion from self-em¬ 
ployment income of “investment" 
income of a limited partner. 

The changes in the references to sec¬ 
tion 702(a) of the Internal Revenue 
Code conform these regulations to an 
amendment to that Code by the Tax 
Reform Act of 1976 (Pub. L. 94-455) 
which renumbered the provision with¬ 
out changing its text. 

EFFECTIVE DATES: May 16. 1978. 

COMMENTS: Although published 
without notice of Proposed Rulemak¬ 
ing. consideration will be given to any 
comments about the regulations sub¬ 
mitted in writing on or before June 30, 
1978. 

ADDRESS: Comments should be sent 
to the Acting Commissioner of Social 


Security, Department of Health, Edu¬ 
cation, and Welfare, P.O. Bo£ 1585, 
Baltimore, Md. 21203. 

Copies of all comments received in 
response to this notice will be availa¬ 
ble for public inspection during regu¬ 
lar business hours at the Washington 
Inquiries Section, Office of Informa¬ 
tion, Social Security Administration, 
Department of Health. Education, and 
Welfare, North Building, Room 5131, 
330 Independence Avenue SW., Wash¬ 
ington, D.C. 20201. 

FOR FURTHER INFORMATION 
CONTACT: 

Ms. Dorothy E. Algea, Legal Assist¬ 
ant, Office of Policy and Regula¬ 
tions, Social Security Administra¬ 
tion, 6401 Security Boulevard, Balti¬ 
more, Md. 21235, telephone 301-594- 

5587. 

SUPPLEMENTARY INFORMATION: 
For taxable years beginning before 
January 1, 1978, each partner’s distrib¬ 
utive share of partnership income or 
loss was includable in his or her net 
earnings from self-employment for 
social security purposes. The law did 
not distinguish between those who 
worked in the partnership and those 
who only invested money and limited 
their financial risk of loss. For that 
reason, some business organizations 
actively solicited investments by limit¬ 
ed partners as a means for an investor 
to become insured for social security 
benefit purposes. In these situations 
the investor did no work and limited 
his or her financial loss to the amount 
invested. The advertisements were di¬ 
rected mainly at people engaged in 
work not covered by the Social Securi¬ 
ty Act. People who got social security 
coverage through this method quali¬ 
fied for social security benefits even 
though they performed no services 
and the coverage resulted, in fact, 
from income from investments. This 
was counter to the general require¬ 
ment that social security benefits be 
work related. The change is effective 
for taxable years beginning after De¬ 
cember 31, 1977. 

Since these regulations revise the 
existing regulations for conformity 
with a change made in the law by the 
Social Security Amendments of 1977 
(Pub. L. 95-216), the Secretary finds 
that publication of Notice of Proposed 
Rulemaking would be unnecessary be¬ 
cause they are primarily reflective of 
the statutory amendments (5 U.S.C. 
553(b)(B)). Although the Notice of 
Proposed Rulemaking is being dis¬ 
pensed with, consideration will be 
given to comments submitted in writ¬ 
ing to the Acting Commissioner of 
Social Security. 

These amendments are issued under 
the authority of sections 205(a), 1102. 
and 211 of the Social Security Act; 53 
Stat. 1368, as amended; 49 Stat. 647, as 
amended; 64 Stat. 502, as amended; 


and 91 Stat. 1535; 42 U.S.C. 405(a), 
1302, and 411. 

(1977 Catalog of Federal Domestic Assist¬ 
ance Program No. 13.803, Social Security, 
Retirement Insurance.) 

Norn—The Social Security Administra¬ 
tion has determined that this document 
does not contain a major proposal requiring 
preparation of an Economic Impact State¬ 
ment under Executive Order 11821 (Novem¬ 
ber 27, 1974) as amended by Executive 
Order 11949 (December 31, 1976) and OMB 
Circular A-107. 

Dated: March 10, 1978. 

Don Wortman, 
Acting Commissioner 
of Social Security . 

Approved: May 9, 1978. 

Hale Champion, 

Acting Secretary of Healthy 
Education and Welfare. 

Part 404 of Chapter HI of Title 20 of 
the Code of Federal Regulations is 
amended as follows: 

1. In §404.1050, paragraphs (a) and 
(b) are revised to read as follows: 

§ 404.1050 Definition of net earnings from 
self employment 

(a) Subject to the special rules set 
out in §§404.1052 to 404.1065, inclu¬ 
sive. and to the exclusions set out in 
§404.1070. the term “net earnings 
from self employment" means: 

• # • • • 

(2) (i) For taxable years beginning 
after December 31, 1977. His or her 
distributive share (whether or not dis¬ 
tributed) as determined under section 
704 of the Internal Revenue Code of 
1954, as amended, of the income or 
loss (described in section 702(a)(8) of 
that Code and as computed under sec¬ 
tion 703 of that Code) from any trade 
or business carried on by any partner¬ 
ship of which he or she is a member 
other than as a limited partner. The 
limited partner’s distributive share is 
Includable in net earnings from self 
employment if (A) it is a guaranteed 
payment described in section 707(c) of 
that Code, and (B) the amount is pay¬ 
ment to the limited partner for ser¬ 
vices he or she actually rendered to or 
on behalf of the partnership. A guar¬ 
anteed payment described in section 
707(c) of that Code is not net earnings 
from self employment if and to the 
extent that the limited partner did not 
perform services to or on behalf of the 
partnership for the amount involved. 
For purposes of this Subpart K, “lim¬ 
ited” partner means one whose finan¬ 
cial liability with respect to the obliga¬ 
tions of the partnership is limited to 
the amount of his or her financial in¬ 
vestment in the partnership. General¬ 
ly, the individual will not have per¬ 
formed services in the operation of, or 
participated in the control of. the 
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business carried on by the partnership 
for the taxable year Involved. 

(ii) For taxable years beginning 
before January 1, 1978. His or her dis¬ 
tributive share (whether or not dis¬ 
tributed). as determined under section 
704 of the Internal Revenue Code of 
1954, of the income or loss, described 
in section 702(a)(8) (formerly section 
702(a)(9)) of that Code and as comput¬ 
ed under section 703 of that Code, 
from any trade or business carried on 
by any partnership of which he or she 
was a member. 

(b) (1) For taxable years beginning 
after December 31, 1977. An individ¬ 
ual’s gross income (see paragraph (c) 
of this section) from a trade or busi¬ 
ness ordinarily is determined in ac¬ 
cordance with Subtitle A (Income 
Taxes) of the Internal Revenue Code 
of 1954, as amended. Gross income 
does not include income derived by an 
Individual from an activity which is 
not a trade or business within the 
meaning of section 211(c) of the Act 
and §404.1070 of this Subpart. Also, 
for social security purposes the gross 
income determined in accordance with 
that Code does not include a limited 
partner's distributive share of income 
or loss (see paragraph (a)(2)(i) of this 
section) unless it is a guaranteed pay 
ment described in section 707(c) of 
that Code for services actually ren¬ 
dered to or on behalf of the partner¬ 
ship by the limited partner, as de¬ 
scribed in paragraph (a)(2)(i) of this 
section. Section 706(a) of that Code 
and the regulations interpreting that 
provision, relating to the taxable year 
of a partner receiving guaranteed pay¬ 
ments described in section 707(c), 
apply in computing taxable income. 

(2) For taxable year beginning 
before January 1, 1978. With respect 
to taxable years to which the provi¬ 
sions of the Internal Revenue Code of 
1954 apply, gross income derived by an 
individual from a trade or business in¬ 
cludes payments received from a part¬ 
nership of which he or she was a 
member for services rendered to the 
partnership or for the use of capital 
by the partnership, to the extent the 
payments are determined without 
regard to the income of the partner¬ 
ship. Payments received from a part¬ 
nership not engaged in a trade or busi¬ 
ness within the meaning of section 
211(c) of the Act and § 404.1070 do not 
constitute gross income derived by an 
individual from a trade or business. 

• • • • • 

2. In §404.1051, the title and para¬ 
graphs (d) and (g) are revised to read 
as follows: 

§ 49*1.1051 Genera! rules for computation 

of net earnings from self employment. 

0 0 • • • 

(d) Partnerships . When an individual 
has net earnings from self employ¬ 
ment within the definition • of 


§ 404.1050(a)(2), those net earnings are 
combined with his or her other net 
earnings from self employment in de¬ 
termining total net earnings from self 
employment for the taxable year. 

0 0 0 0 0 

(g) Nature of Partnership Interest 
(1) For taxable years beginning after 
December 31. 1977, net earnings from 
self employment ordinarily include an 
individual's distributive share of the 
income or loss (described in section 
702(a)(8) of the Internal Revenue 
Code of 1954, as amended) from a 
partnership of which he or she was a 
member during the taxable year. How¬ 
ever, income or loss as a limited part¬ 
ner in partnership is includable as net 
earnings from self employment only if: 

(i) The amount involved is a guaran¬ 
teed payment described in section 
707(c) of that Code, and 

(ii) The amount is payment to the 
limited partner for services he or she 
actually performed to or on behalf of 
the partnership. 

Income or loss as a limited partner 
in a partnership is not net earnings 
from self employment if and to the 
extent that the limited partner did not 
perform services for the amount. If a 
partnership elected under section 1361 
of that Code to be taxed as a domestic 
corporation, that election does not 
affect bow net earnings from self em¬ 
ployment are computed by a partner 
for social security purposes. 


(2) For taxable years beginning 
before January 1, 1978, the exception 
involving a limited partner, described 
in paragraph (g)(1) of this section, 
does not apply. 

• v * 0 0 • 

§§ 404.1051, 404.1052, 404.1057, 404.1058, and 
404.1065 [Amended] 

3. In §§404.1051, 404.1052, 404.1057, 
404.1058, and 404.1065. the Internal 
Revenue Code reference is amended to 
show "section 702(a)(8)" each place 
that "section 702(a)(9)" appears. 


[1505-01] 

Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG AD- 
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL¬ 
FARE 

SUBCHAPTER B—FOOD FOR HUMAN 
CONSUMPTION 
tDocket No. 75P-01041 

PART 161—FISH AND SHELLFISH 

Standard of Identity, Fill of Container 
Standard for Canned Shrimp 

Correction 

In FR Doc. 78-12391 appearing at 
page 19837 in the issue of Tuesday, 
May 9, 1978, the following corrections 
should be made: 

1. On page 19839. the table "Size 
Designations of Canned Shrimp" 
should read as follows: 


Size Designations or Canned Shrimp 



Number of shrimp per 1 oz (28.4 g) of 
drained product 

Number of shrimp per 100 g (3.5 oz) of 
drained product 

Size 

Regular 

Deveined 

Regular 

Deveined 

Jumbo.... 

... Less than 5.0.. 

Less than 5.5. 

Less than 17.5. 

Less than 19.3. 

Large .... 

Medium. 

Small_ 

Tiny or cocktail 

... 5.0 or more but less 
than 7.0. 

... 7.0 or more but less 
than 13.0. 

... 13.0 or more but less 
than 22.2. 

... 22.2 or more............... 

5.5 or more but less 
than 7.8. 

7.8 or more but less 
than 14.4. 

14.4 or more but less 
than 24.9. 

24.9 or more. 

17.5 or more but less 
than 24.5. 

24.5 or more but less 
than 45.5. 

45.5 or more but less 
than 77.7. 

77.7 or more....... 

19.3 or more but less 
than 27.3. 

27.3 or more but less 
than 50.4. 

50.4 or more but less 
than 87.2 

87.2 or more 

2. On page 19841, “Table I’ 

' should read as follows: 




Table I 




Number of shrimp per 28.4 g (1 oz) of 
drained product 

Number of shrimp per 100 g (3.5 oz) of 
drained product 

Size 

Other than deveined 
style 

Deveined style 

Other than deveined Deveined style 
style 

Extra large or 
jumbo. 

Large 

Less than 3.5............. 

... 3.5 to 5.0 inclusive..... 

Less than 3.8. 

3.8 to 5.4 inclusive..^. 

Less than 12.3........~~ 

12.3 to 17.7 inclusive. 

Less than 13.4. 

13.4 to 19.1 Inclusive. 

Medium.. 

»*, More than 5.0 but 

More than 5.4 but 

More than 17.7 but 

More than 19.1 but 

Small_... 

Tiny. 

not more than 9.0. 

... More than 9.0 but 
not more than 17.0. 
... More than 17.0.......... 

not more than 9.8. 
More than 9.8 but 
not more than 18.4. 
More than 18.4. 

not more than 31.8. 
More than 31.8 but 
not more than 60.0. 
More than 60.0. 

not more than 34.6. 
More than 34.6 but 
not more than 65.3. 
More than 65.3. 
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[4510-26] 

Title 29—Labor 

CHAPTER XVII—OCCUPATIONAL 
SAFETY AND HEALTH ADMINIS¬ 
TRATION, DEPARTMENT OF LABOR 

PART 1952—APPROVED STATE 
PLANS FOR ENFORCEMENT OF 
STATE STANDARDS 

Approval of Wyoming Plan 
Supplement 

AGENCY: Occupational Safety and 
Health Administration, Labor. 

ACTION: Final rule. 

SUMMARY: This rule approves a 
State-initiated supplement to the Wy¬ 
oming Occupational Safety and 
Health plan. The supplement consists 
of supplemental guidelines and proce¬ 
dures for implementing Wyoming’s 
safety and health program for public 
employees in the State. These supple¬ 
mental guidelines and procedures were 
submitted as a completed developmen¬ 
tal step in the Wyoming plan. 

EFFECTIVE DATE: June 13, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Charles Boyd, Project Officer, 
Office of State Programs, Occupa¬ 
tional Safety and Health Adminis¬ 
tration, Department of Labor, Room 
149, 2100 M Street NW., Washing¬ 
ton. D.C. 20210. 

SUPPLEMENTARY INFORMATION: 
Background 

Part 1953 of Title 29, Code of Feder¬ 
al Regulations, prescribes procedures 
under section 18 of the Occupational 
Safety and Health Act of 1970 (29 
U.S.C. 667) (hereinafter referred to as 
the Act) for review of changes and 
progress in the development and im¬ 
plementation of State plans which 
have been approved in accordance 
with section 18(c) of the Act and Part 
1902 of this chapter. On May 3, 1974, 
notice was published in the Federal 
Register (39 FR 15394) of the approv¬ 
al of the Wyoming plan and the adop¬ 
tion of Subpart BB to Part 1952 con¬ 
taining the decision and describing the 
plan. On August 11, 1976, the State of 
Wyoming submitted a supplement to 
its plan involving a State-initiated 
change (see Subpart E of Part 1953) 
containing guidelines for the State’s 
public employee program, notice of 
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which was published in the Federal 
Register on November 19, 1976. (41 
FR 51041). 

Description op the Supplement 

The supplement contains guidelines 
and procedures relating to the Wyo¬ 
ming Public Employee Program. 
Under this program, the State agen¬ 
cies will each designate one represent¬ 
ative to serve on a permanent advisory 
council which is formed to advise the 
Occupational Health and Safety Com¬ 
mission. This will assure the develop¬ 
ment and promulgation of rules and 
regulations which will provide effec¬ 
tive protection for employees in public 
employment. The rules and regula¬ 
tions promulgated by the Agency shall 
apply equally to State and local gov¬ 
ernments as well as the State’s private 
sector except that State and local gov¬ 
ernment employers shall not pay nor 
be assessed monetary penalties for vio¬ 
lations of rules. They are. however, 
subject to court action, injunction and 
all other enforcement proceedings. 

Location op Plan and its Supplement 
for Inspection and Copying 

A copy of the plan may be inspected 
and copied during normal business 
hours at the following locations: 
Office of the Director. Federal Com¬ 
pliance and State Programs, Room 
149, 2100 M Street NW.. Washington. 
D.C. 20210; Office of the Regional Ad¬ 
ministrator, Occupational Safety and 
Health Administration, Room 15010, 
Federal Building. 1961 Stout Street, 
Denver, Colo. 80202; and the Occupa¬ 
tional Health and Safety Department. 
200 East Eighth Avenue, Cheyenne, 
Wyo. 82001. 

Public Participation 

Interested persons were afforded 
thirty (30) days from the date of the 
November 19, 1976, notice to submit 
written comments concerning whether 
the supplement should be approved. 
There were no public comments sub¬ 
mitted concerning the plan supple¬ 
ment. 

Decision 

After careful consideration, the Wy¬ 
oming plan change described above is 
hereby approved under Subpart E of 
Part 1953 of this chapter. This deci¬ 
sion incorporates the requirements of 
the Act and implementing regulations 
applicable to State plans generally. 
Accordingly, Subpart BB of Part 1952 
of this chapter is amended by adding a 


new paragraph to § 1952.344 which 
reads as follows: 

§ 1952.344 Completed developmental steps. 


(d) Guidelines and Procedures for 
implementing the State’s safety and 
health program for public employees 
were approved by the Assistant Secre¬ 
tary on June 1, 1978. 

(Sec. 18 Pub. L 91-596, 84 Stat 1608 (29 
U.S.C. 667).) 

Signed at Washington, D.C., this 1st 
day of June 1978. 

Eula Bingham, 
Assistant Secretary of Labor. 
[FR Doc. 78-16282 Filed 6-12-78; 8:45 am) 


[4510-26] 

PART 1952—APPROVED STATE 
PLANS FOR ENFORCEMENT OF 
STATE STANDARDS 

Colorado—Change in Level of Feder¬ 
al Enforcement and Notice of Ter¬ 
mination of Operational Agree¬ 
ment 

AGENCY: Occupational Safety and 
Health Administration, Labor. 

ACTION: Change in level of Federal 
enforcement. 

SUMMARY: This document provides 
notice that full Federal concurrent en¬ 
forcement authority under section 
18(e) of the Occupational Safety and 
Health Act of 1970 will be exercised 
with respect to enforcement of all oc¬ 
cupational safety and health issues in 
the State of Colorado. This determina¬ 
tion has been made in order to effect 
the orderly transition from State to 
Federal enforcement in the State. 
This action is necessary because of the 
failure of the State legislature to pro¬ 
vide continued funding for the Colora¬ 
do State program with the result that 
the State will be forced to cease all op¬ 
erations, under its State plan as s>f 
June 30, 1978. 

EFFECTIVE DATE: June 13, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Charles Boyd, Project Officer, 
Office of State Programs, Occupa¬ 
tional Safety and Health Adminis- 
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tration, U.S. Department of Labor, 
200 Constitution Avenue NW., 
Washington. D.C. 20210, 202-653- 
5377. 

SUPPLEMENTARY INFORMATION: 
Part 1954 of Title 29, Code of Federal 
Regulations sets out procedures under 
section 18 of the Occupational Safety 
and Health Act of 1970 (29 U.S.C. 667) 
(hereinafter referred to as the Act) for 
the evaluation and monitoring of 
State plans which have been approved 
under section 18(c) of the Act and 29 
CFR Part 1902. Section 1954.3 of this 
chapter provides guidelines and proce¬ 
dures for the exercise of discretionary 
Federal enforcement authority under 
section 18(e) of the Act with regard to 
Federal standards in issues covered 
under an approved State plan. In ac¬ 
cordance with § 1954.3(b) of this chap¬ 
ter, a State is determined to be oper¬ 
ational when it has provided for the 
following requirements: Enacted en¬ 
abling legislation, approved State 
standards, hired a sufficient number 
of qualified enforcement personnel 
and provided for the review of enforce¬ 
ment actions. In determining whether 
and to what extent a State plan meets 
the operational guidelines, the results 
of evaluations conducted under 29 
CFR Part 1954 are taken into consid¬ 
eration. Once this determination has 
been made, under § 1954.3(f) of this 
chapter, a notice of the determination 
of the operational status of a State 
plan as described in an agreement set¬ 
ting forth Federal-State responsibility 
is to be published in the Federal Reg¬ 
ister. 

On September 12, 1973, notice of ap¬ 
proval of the Colorado occupational 
safety and health plan was published 
(38 FR 25172) and on February 3, 
1975, notice was published in the Fed¬ 
eral Register (40 FR 4910) that it had 
been determined that Colorado had 
met the conditions for operational 
status and of the signing of an agree¬ 
ment effective November 27, 1974, be¬ 
tween James M. Shaffer, Executive Di¬ 
rector, Colorado Department of Labor 
and Employment and Curtis A. Foster, 
Regional Administrator for Occupa¬ 
tional Safety and Health, U.S. Depart¬ 
ment of Labor. The operational agree¬ 
ment sets forth the scope of the exer¬ 
cise of concurrent Federal authority, 
describes the specific areas of State re¬ 
sponsibility and delineates continuing 
Federal responsibilities in the State. 
Under the terms and conditions of this 
agreement and regulations set forth at 
§ 1954.3(f) of this chapter, the Federal 
Occupational Safety and Health Ad¬ 
ministration (hereinafter OSHA) may 
resume Federal enforcement activity 
where relevant factors warrant. After 
consideration of all relevant factors, it 
has been determined that at the pres¬ 
ent time full Federal enforcement in 
the State of Colorado should be re¬ 
sumed. 
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This determination has been made 
in order to effect the orderly transi¬ 
tion from State to Federal enforce¬ 
ment in the State. This action is neces¬ 
sary because of the failure of the 
State legislature to provide continued 
funding for the Colorado State pro¬ 
gram with the result that the State 
will be forced to cease all operations 
under its State plan as of June 30, 
1978. The termination of the State's 
operational status agreement at this 
time will permit the immediate re¬ 
sumption of full Federal enforcement 
authority in the State of Colorado. 

Signed at Washington, D.C., this 1st 
day of June 1978. 

Eula Bingham, 
Assistant Secretary of Labor. 

(FR Doc. 78-16328 Filed 6-12-78; 8:45 ami 


[3810-71] 

Title 32—National Defense 

CHAPTER VI—DEPARTMENT OF THE 
NAVY 

PART 751—PERSONNEL CLAIMS 
REGULATIONS 

Miscellaneous Amendments 

AGENCY: Department of the Navy, 
Department of Defense. 

ACTION: Final rule. 

SUMMARY: These regulations are 
being amended to incorporate the 
changes made to the underlying regu¬ 
lations, Chapter XXI of the Manual of 
the Judge Advocate General, and to 
update Part 751. 

EFFECTIVE DATE: July 1. 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Lieutenant Jesse J. Graham II, Reg¬ 
ulations Branch Attorney, (Code 
133.1), Office of the Judge Advocate 
General, Department of the Navy, 
Washington, D.C. 20370, telephone 
202-694-5267. 

SUPPLEMENTARY INFORMATION: 
Pursuant to the authority conferred in 
5 U.S.C. 301, 10 U.S.C. 5031 and 5148, 
31 U.S.C. 240-243, and 32 CFR 700.206 
and 700.1202, the Judge Advocate 
General of the Navy amends 32 CFR 
Part 751. Part 751 is a codification of 
Chapter XXI of the Manual of the 
Judge Advocate General. These 
amendments reflect changes to the 
underlying regulations adopted by the 
Secretary of the Navy. They relate to 
internal naval management and rules 
of agency organization, procedure, and 
practice. It has been determined that 
invitation for public comment on these 
amendments prior to adoption would 
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be impracticable, unnecessary, and 
contrary to the public interest and 
thus is not required under the rule- 
making provisions in Parts 296 and 791 
of 32 CFR. 

Accordingly, 32 CFR Part 751 is 
amended as follows: 

1. Section 751.3 is amended by revis¬ 
ing paragraphs (b)(2)(i), and (j)(2) to 
read as follows: 

§751.3 Claims payable. 

• • • • • 

(b) • • • 

(2) In connection with travel under 
orders; or 


(i) Claims for damage to or loss of 
motor vehicles. (1) Claims for damage 
to or loss of motor vehicles are limited 
to a maximum $1,000.00, not including 
the contents thereof, and are payable 
only if: 

(1) The motor vehicle was located at 
quarters or other authorized places as 
defined in § 751.3(a), or 

(ii) The damage to or loss was in¬ 
curred in the authorized performance 
of official Government business, or 

(iii) The damage to or loss was in¬ 
curred while the motor vehicle was lo¬ 
cated on base: Provided, The loss or 
damage was caused by fire, flood, hur¬ 
ricane, or other unusual occurrence, or 
by theft or vandalism, or 

(iv) The damage to or loss was in¬ 
curred under any of the circumstances 
contemplated by paragraphs (a), (b). 
(d), (e), or (f) of this section. See also 
§ 751.4(g). 

(2) Claims arising during the ship¬ 
ment of motor vehicles under perma¬ 
nent change of station orders are not 
subject to a $1,000.00 maximum. 

(3) The following definitions pertain 
as used within this section. 

(i) “Motor vehicles" includes auto¬ 
mobiles, trucks, campers, recreation 
vehicles, boats, and motorcycles. 

(ii) “On base" means any fixed land 
area, wheresoever situated, controlled, 
and used by United States military ac¬ 
tivities or other Department of De¬ 
fense activities. Claims for damage to 
or loss of motor vehicles arising out of 
an incident occurring on board a base 
such as United States Naval Station. 
Rota, Spain (a Spanish Naval Base) or 
on board a NATO Base such as Allied 
Forces Southern Europe, Bagnoli, 
Naples. Italy, are not intended to be 
excluded by this section because the 
base is not "controlled" by the United 
States. Claims arising out of an inci¬ 
dent occurring on board a foreign mili¬ 
tary base not controlled or used by 
United States military activities are in¬ 
tended to be excluded. In case of 
doubt, the matter should be referred 
to the Judge Advocate General 
(Claims). 
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(iii) "Other unusual occurrence" 
does not include collision with another 
vehicle. See § 751.4(g), below. 

(iv) "Shipment" means transporta¬ 
tion via Government vessel, chartered 
commercial vessel, or by Government 
bill of lading on commercial vessels, 
and includes storage, on-loading, and 
off-loading incident thereto. 

(J>* • • 

(2) Claims for loss of, or damage to, 
house trailers and their contents while 
on Government property and payable 
under § 751.3(a)(3). Claims for loss of, 
or damage to, house trailers and their 
contents arising incident to shipment 
are payable under § 751.3(b)(1): Pro¬ 
vided , That, when transported by 
other than the service member or an 
agent or agency of the Government, 
the carrier must have operating rights 
approved by the Interstate Commerce 
Commission if in interstate commerce, 
or under applicable State regulations 
when the shipment is within a single 
State. 

• • • • • 

2. Section 751.4 is amended by delet¬ 
ing paragraphs (c) and (e) and revising 
paragraph (a) as follows: 

§ 751.4 Claims not payable. 


(a) Money or currency. Money or 
currency, except as provided for by 
§§ 751.3(h) and 751.300, or when lost 
incident to a marine or aircraft disas¬ 
ter, or when lost by fire, flood, hurri¬ 
cane, or theft from quarters. In in¬ 
stances of theft from quarters, it must 
be conclusively shown that the money 
or currency was in a locked container 
and that the quarters themselves were 
locked. Exceptions to the foregoing 
"double lock" rule are permitted when 
the adjudicating authority determines 
that the theft loss was not caused 
wholly or partly by the negligent or 
WTongful act of the claimant, his 
agent, or his employee. The adjudicat¬ 
ing authority should use the test of 
whether the claimant did the be3t he 
could under the circumstances to pro¬ 
tect his property. Reimbursement for 
loss of money or currency will be limit¬ 
ed to an amount which the adjudicat¬ 
ing authority determines to have been 
reasonable for the claimant to have 
had in his possession at the time of 
the incident. 

• • • • • 

3. Section 751.13 is revised as fol¬ 
lows: 

§ 751.13 Recoveries from carrier, contrac¬ 
tor, and/or insurer. 

(a) Monetary Recoveries. In the 
event that a claimant receives pay¬ 
ment from the United States under 
this part, and also receives compensa¬ 
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tion from a carrier, contractor, or in¬ 
surer for the same loss, the United 
States shall request that the claimant 
reimburse the Government with a 
view to ensuring that the claimant is 
not compensated twice for the same 
loss. 

(b) Recovered Property. When previ¬ 
ously lost property is found, the claim¬ 
ant may, at his option accept all or 
part of the property and return that 
portion of the payment he has re¬ 
ceived from the United States for the 
accepted property and surrender the 
remainder of the property to the Gov¬ 
ernment. Surrendered property will be 
disposed of in accordance with stand¬ 
ard disposal procedures or otherwise 
used for the benefit of the Govern¬ 
ment. 

4. Section 751.17 is amended by 
adding paragraphs(c)(3)(vi) and (d) 
which provide as follows: 

§ 751.17 Evidence in support of claims. 

(c) • • • 

(3) • • • 

(vi) At the time of application for 
shipment of household goods, the 
claimant shall prepare an inventory of 
personal property to be shipped 
having a value of $200 or more. The 
inventory or listing shall be descrip¬ 
tive and in detail, and shall list those 
items of personal property of a value 
of $200 or more that will not otherwise 
appear on the carrier-prepared inven¬ 
tory (i.e., an antique chair valued at 
$350 would not be packed in a carton 
but would normally be separately 
listed on the carrier-prepared inven¬ 
tory. but a $250 movie camera would 
normally be packed in a carton with 
other items vice being listed separately 
on the carrier-prepared inventory). 
The claimant-prepared inventory shall 
be countersigned by an appropriate in¬ 
dividual at the office where applica¬ 
tion for the move is made. The origi¬ 
nal of the claimant-prepared inven¬ 
tory shall be retained by the claimant 
and submitted as part of his claim in 
the event of loss or damage to any 
item listed thereon. A copy thereof 
shall be retained by the office where 
application for the move is made. 
Nothing contained in this paragraph 
shall relieve the claimant from also 
supplying evidence to support the 
value of the loss. Failure to prepare 
the inventory/listing described supra 
may be considered grounds for disal¬ 
lowing compensation for a claimed 
Item. Nonetheless, if a claimant fails 
to prepare and submit the inventory/ 
listing described supra, for whatever 
reason, or inadvertently omits an item 
or items from the inventory, he may 
still be compensated for the loss or 
damage to items which should have 
been listed on the claimant-prepared 
inventory if the claim is accompanied 
by proof of ownership which may be. 
for instance, in the form of purchase 


receipts, cancelled checks, photo¬ 
graphs, or statements of disinterested 
persons who observed such items in 
claimant’s home. 

• • • • • 

(d) Privacy Act requirements. When 
any claiment within the scope of this 
part is requested by a person acting of 
the Government’s behalf to supply 
personal information about himself 
which will be made a part of the claim 
file, the person making the request 
shall first provide the individual with 
a Privacy Act statement, in duplicate, 
containing the particular advice pre¬ 
scribed in Secretary of the Navy In¬ 
struction 5211.5 series (32 CFR Part 
701 Subparts F and G). The original is 
to be signed by the claimant and made 
a part of the claim file, and the copy 
should be retained by the claimant. If 
the information from the claimant is 
requested orally, the Privacy Act 
statement should be orally summa¬ 
rized and explained as necessary to 
ensure that the claimant fully under¬ 
stands it. 

§751.20 [Amended 1 

5. Section 751.20 is amended by 
adding the following sentence to the 
end thereof: 

• • • With regard to the require¬ 
ments of the Privacy Act of 1974 (5 
U.S.C. § 552a) as it pertains to obtain¬ 
ing personal information from claim¬ 
ants or witnesses, §751.17, as well as 
appropriate parts of 32 CFR Part 750. 

§ 751.21 [Amended) 

6. In paragraph (fKIXii) of §751.21, 
at the 22nd line, the words "Code FF 
20" are changed to "Code FF 330." 

7. Section 751.21 is amended by 
adding paragraph (f)(2) and revising 
paragraph (2) to read as follows: 

(!)••• 

(2) Nontemporary storage warehou¬ 
semen—ii) Action by the claims inves¬ 
tigating officer. If a nontemporary 
warehouseman or his insurer has re¬ 
fused to acknowledge or respond to a 
claim within a reasonable time, if the 
claims investigating officer considers a 
valid claim to have been denied or no 
adequate settlement offered, or If 
there has been a delay in settlement 
of a claim beyond 120 days, the matter 
shall be referred to the adjudicating 
authority who paid the claim. The re¬ 
ferral shall contain a statement of the 
facts, copies of pertinent correspon¬ 
dence and documents, and the claims 
investigating officer’s opinion as to lia¬ 
bility. The warehouseman should be 
notified of this action by a copy of the 
referral letter or by separate corre¬ 
spondence. 

(ii) Action by the adjudicating au¬ 
thority. The adjudicating authority 
shall review the entire file and shall 
make a further demand on the ware- 
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houseman or his insurer when liability 
seems clear. If recovery is not affected 
within 30 days from this demand, or 
negotiations likely to result in an ade¬ 
quate recovery are not underway at 
that time, the file will be forwarded to 
the appropriate area Military Traffic 
Management Command (MTMC) 
Headquarters for final determination 
of liability by the officer administer¬ 
ing the warehouseman's basic agree¬ 
ment. 

(iii) Pack-and-crate contractors. 
When the origin Navy personnel prop¬ 
erty office, or the destination claims 
investigating officer on a shipment 
originating at a non-Navy transporta¬ 
tion office, fails to receive adequate re¬ 
sponse or recovery from a pack-and- 
crate contractor within 60 days or 
when a claim is denied by the contrac¬ 
tor without sufficient justification, the 
matter should be referred immediately 
to the officer administering the con¬ 
tract under which the services were 
performed. In the case of a shipment 
originating at a non-Navy transporta¬ 
tion office, the referral should be 
made via the origin transportation 
office. Each referral will include a full 
statement, with supporting evidence, 
substantiating that the contractor’s 
denial of the claim is unjustified or 
that the settlement offer is inad¬ 
equate. Due to the relatively short du¬ 
ration of pack-and-crate contracts, it is 
desirable to expedite processing of un¬ 
justified denials. 

(iv) Other carriers , contractors, or 
insurers . Unjustified denial by other 
carriers, contractors, or insurers will 
be referred by the claims investigating 
officer to the adjudicating authority. 
The adjudicating authority will review 
the entire file and shall make a fur¬ 
ther demand on the carrier, contrac¬ 
tor, or insurer when liability seems 
clear. If recovery is not received within 
30 days from the date of this demand, 
or negotiations likely to result in an 
adequate recovery are not underway 
at that time, the file will be forwarded 
to the Judge Advocate General for ad¬ 
ditional recovery action. 

(g) Processing of carrier checks. On 
occasion, a carrier will send a check 
for an amount less than the adjudicat¬ 
ed amount of the claim against the 
carrier, and which contains a standard 
liability release statement on the re¬ 
verse thereof. Such a check should not 
be deposited. The check should be re¬ 
turned to the carrier with a demand 
for the full amount due. Language as 
follows is appropriate: 

Your check in the amount of $(amount) in 
response to our letter (date) is hereby re¬ 
turned as not being an acceptable settle¬ 
ment offer. The adjudicated amount of your 
liability in this case is $(amount), and 
demand is hereby made for the fuU amount. 
Unless your check for the full amount is re¬ 
ceived within 30 days, the full amount will 
be set off from the amounts otherwise due 
to you. 


RULES AND REGULATIONS 

8 . Section 751.22 is amended by 
adding a new paragraph (f) which pro¬ 
vides as follows: 

§ 752.22 Preparation of claims investigat¬ 
ing officers report. 


(f) Privacy Act requirements. It is es¬ 
sential that each investigative report 
reflect that a good faith effort was 
made to comply with the Privacy Act 
of 1974 (5 U.S.C. 552a) and Secretary 
of the Navy Instruction 5211.5 series 
(32 CFR Part 701 Subparts F and G). 
Any indication of noncompliance shall 
be explained either in the investiga¬ 
tive report on the forwarding endorse¬ 
ment and, when required, remedied in 
accordance with section 0308 of the 
Manual of the Judge Advocate Gener¬ 
al. The claims adjudicating authority 
has the responsibility to ensure that 
remedial action is taken to rectify non- 
compliance indicated in the investiga¬ 
tive report prior to forwarding the 
report to the Judge Advocate General. 

9. Section 751.24 is amended by re¬ 
vising paragraphs (a) and (b), by 
adding a new sentence to paragraph 
(e), and by deleting paragraph (g) as 
follows: 

§ 751.24 Adjudicating authority. 

(a) Claims by Navy personnel (1) 
The following are authorized to adju¬ 
dicate and authorize payment to per¬ 
sonnel claims up to $15,000: 

(1) The Judge Advocate General, 

(ii) Deputy Judge Advocate General, 

(iii) Any Assistant Judge Advocate 
General, 

(iv) The Deputy Assistant Judge Ad¬ 
vocate General (Claims), 

(v) Commandants of Naval Districts 
and their staff judge advocates, 

(vi) Officers in charge of naval legal 
service offices, 

(vii) The Staff Judge Advocate at¬ 
tached to Naval Supply Center, Oak¬ 
land, and Naval Activities, United 
Kingdom. 

(2) The following are authorized to 
adjudicate and authorize payment of 
personnel claims up to $10,000: 

The Staff Judge Advocate attached 
to: 

(i) Naval Base. Guantanamo; 

(ii) Naval Base, Roosevelt Roads; 

(iii) Naval Station. Panama Canal; 
and 

(iv) Headquarters Support Activity, 
Taipei. 

(3) The following are authorized to 
adjudicate and authorize payment of 
personnel claims up to $5,000: 

(i) Heads of naval legal service 
branch offices; 

(ii) Any judge advocate attached to a 
naval legal service office when specifi¬ 
cally designated by the officer in 
charge; 

(iii) The Staff Judge Advocate at¬ 
tached to Naval Supply Center, Puget 
Sound; 
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(4) All Navy judge advocates are 
hereby designated and authorized to 
adjudicate and authorize payment of 
personnel claims up to $ 1 , 000 ; 

(5) Any Navy judge advocate may be 
authorized to adjudicate personnel 
claims up to $15,000 when specifically 
designated by the Judge Advocate 
General; 

( 6 ) Any naval officer, when personal¬ 
ly designated by the Judge Advocate 
General, is authorized to adjudicate 
and authorize payment of personnel 
claims up to $500; and 

(7) Authorization to adjudicate and 
authorize payment of personnel claims 
up to a specific dollar amount is indi¬ 
cated supra, or by separate correspon¬ 
dence from the Judge Advocate Gen¬ 
eral. Authorization to adjudicate 
claims up to a specific dollar amount is 
separate and distinct from holding an 
allotment. Exercise of adjudicating au¬ 
thority is conditioned upon receipt of 
funding authority and accounting data 
from the Judge Advocate General. 
Commands holding allotments from 
the Judge Advocate General are indi¬ 
cated in §751.30. Suballotees are not 
listed. 

(b) Claims by Marine Corps person¬ 
nel Claims by Marine Corps person¬ 
nel, both military and civilian, are ad¬ 
judicated and payment authorized by 
only the following: 

(1) Commandant of the Marine 
Corps; 

(2) Deputy Chief of Staff for Man¬ 
power; 

(3) Director. Personnel Services Divi¬ 
sion; 

(4) Head, Personal Affairs Branch. 
Personnel Services Division; 

(5) Head. Claims Section Personal; 
Affairs Branch; and 

( 6 ) Deputy Head, Claims Section, 
Personal Affairs Branch. 


* * • • • 

(e) • • • Where replacement in kind 
is not possible because of the transfer 
of functions from the local Retail 
Clothing Store (small stores) to the 
Navy Exchange, normal claims proce¬ 
dures should be followed. 


§751.28 [Amended] 

10. In paragraph (b) of §751.28, in 
the 9th line, the term “$10,000 author¬ 
ity’* is changed to “ 15,000-ad judicat- 
ing-authority,’’ and in lines 10-13, the 
phrase “originally adjudicated by ad¬ 
judicating authorities authorized to 
pay claims up to $ 10 , 000 ’’ is changed 
to “initially adjudicated by $15.000-ad- 
judicating-authorities.” 


FEDERAL REGISTER, VOL 43, NO. 114—TUESDAY, JUNE 13, 1978 




25428 


RULES AND REGULATIONS 


11. Section 751.28 is further amend¬ 
ed by adding paragraph (c), which pro¬ 
vides as follows: 


(c) The forwarding endorsement of 
all adjudicating authorities shall con¬ 
tain specific reasons why the claim, in 
whole or in part, was denied, or why 
the requested relief was not granted, 
and shall address the specific points or 
complaints raised by the claimant’s re¬ 
quest for reconsideration. 

12. Section 751.30 is revised as fol¬ 
lows: 

§751.30 List of commands that have re¬ 
ceived funding authority and account-. 
ing data from the Judge Advocate Gen¬ 
eral. 

The following is a list of commands 
(allottees) that have received funding 
authority and accounting data from 
the Judge Advocate General. There 
are personnel attached who have adju¬ 
dicating authority and are capable of 
processing claims filed pursuant to 31 
U.S.C. 240-243 (see §751.24), or in the 
alternative, claims are adjudicated by 
personnel attached to another com¬ 
mand, and in some instances adjudica¬ 
tion is accomplished through a subal¬ 
lotment. Suballottees are not listed. 
The commands listed in this section 
are grouped for simplicity by the 
dollar amount adjudicating authority 
of personnel. The listing contained in 
this section does not constitute adjudi¬ 
cating authority. Adjudicating author¬ 
ity by dollar amount is contained in 
§ 751.24(a ). 

(a) $15,000 Authorities. 

1. NAVLEGSVCOFF Philadelphia 

2. NAVLEGSVCOFF Norfolk 

3. NAVLEGSVCOFF Charleston 

4. NAVLEGSVCOFF Great Lakes 

5. NAVLEGSVCOFF San Diego 

6. NAVLEGSVCOFF Treasure Island 

7. NAVLEGSVCOFF Seattle 

8. NAVLEGSVCOFF Pearl Harbor 

9. NAVLEGSVCOFF Newport 

10. NAVLEGSVCOFF Memphis 

11. NAVLEGSVCOFF Corpus Christ! 

12. NAVLEGSVCOFF Washington Navy 
Yard 

13. NAVLEGSVCOFF Pensacola 

14. NAVLEGSVCOFF Jacksonville 

15. NAVLEGSVCOFF Naples 

16. NAVLEGSVCOFF Subic 

17. NAVLEGSVCOFF Guam 

18. NAVLEGSVCOFF Yokosuka 

19. COMEIGHT 

20. COMNAVACT United Kingdom 

21. NSC Oakland 

(b) $10,000 Authorities. 

22. NAVSTA Panama Canal 

23. NAVBASE Roosevelt Roads 

24. COMNAVBASE GTMO 

25. HEDSUPPACT Taipei 

(c) $5,000 Authorities. 


26. NAVLEGSVBROFF New London 

27. NAVLEGSVBROFF Key West 

28. NAVLEGSVBROFF Orlando 

29. NAVLEGSVBROFF Whidbey Island 

30. NAVLEGSVBROFF Lemoore 

31. NAVLEGSVBROFF Rota 

32. NSC Puget Sound 


(d) $1,000 Authorities. 


33. NSC Charleston 

34. NAS Kingsville 

35. NAS Chase Field. Beeville 

36. NAS Pensacola 

37. NAS Brunswick 

38. NAS Bermuda 

39. NAS Meridian 

40. NAF Sigonella 

41. NAF Atsugi 

42. NAVSTA Mayport 

43. NAVSTA Adak 

44. NAVSTA K eflavik 

45. NAVSTA Midway 

46. COMSUBLANT Norfolk 

47. COMOCEANSYSLANT Norfolk 

48. COMIDEASTFOR 

49. COMFLEACTS Okinawa/NAF Kadena 

50. NRMC Oakland 

51. NAVPGSCOL Monterey 

52. CBC Gulfport 

53. NAVAIRTESTCEN Patuxent River 

54. NAVAIRENGCEN Lake hurst 

55. NAVORDFAC Sasebo 

56. NTC Morocco 

57. NAVCOMMSTA Harold E. Holt 

58. NAVSUPPO La Maddalena 

59. NAVSECGRUACT Misawa 


(e) In addition to the foregoing, 
naval officers attached to the follow¬ 
ing commands have been designated 
$500-adjudicating-authorities by name 
by the Judge Advocate General by 
separate correspondence in accordance 
with § 751.24(a)(6). Some of the follow¬ 
ing commands hold an individual allot¬ 
ment from the Judge Advocate Gener¬ 
al, and others utilize a sub-allotment. 

1. NSC Oakland, 

2. NSC NFK, 

3. NSC Pearl Harbor. 

4. RESUPSHIP Pascagoula, 

5. NSD, Guam. 

6. NAVSCSCOL Athens. 

7. NSD Subic Bay, 

8. NAS Jacksonville, 

9. NSD Yokusuka. 

Dated: June 6, 1978. 


P. A. Wille, 

Captain, JAGC, U.S. Navy, 
Acting Deputy Assistant Judge 
Advocate, General (Adminis¬ 
trative Law). 

# IFR Doc. 78-16254 Filed 6-12-78 8:45 am] 


[8320-01] 

Title 38—Pensions, Bonuses, and 
Veterans* Relief 

CHAPTER I—VETERANS 
ADMINISTRATION 

PART 21—VOCATIONAL 
REHABILITATION AND EDUCATION 

Subpart D—Administration of Educa¬ 
tional Benefits; 38 U.S.C Chapters 
34, 35, and 36—Medical-Dental 
Courses 

AGENCY: Veterans Administration. 
ACTION: Pinal regulations. 

SUMMARY: The clinical portion of a 
medical or dental technician course 
may be approved as institutional train¬ 
ing if substantial technical or profes¬ 
sional training is included. The change 
is intended to bar such status for 
courses primarily directed to clerical, 
administrative, secretarial or recep¬ 
tionist duties. 

Also the rule pertaining to programs 
for full-time physicians’ or dentists’ 
assistants is restricted to those offered 
by the Veterans Administration and 
dentists’ assistants are renamed ex¬ 
panded-function dental auxiliaries in 
keeping with the new terminology. 
The existing provisions erroneously 
implied that the regulation applied to 
such programs when offered by orga¬ 
nizations other than the Veterans Ad¬ 
ministration. Physicians’ and dentists’ 
assistants courses offered by other or¬ 
ganizations may still be approved if 
they meet the other more general re¬ 
quirements for approval contained in 
other rules and regulations. 

EFFECTIVE DATE: June 8, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

June C. Schaeffer. Assistant Direc¬ 
tor for Policy and Program Adminis¬ 
tration, Education and Rehabilita¬ 
tion Service, Department of Veter¬ 
ans Benefits, Veterans Administra¬ 
tion, Washington, D.C. 20420, 202- 
389-2092. 

SUPPLEMENTARY INFORMATION: 
On pages 9322 and 9323 of the Federal 
Register of March 7, 1978, there was 
published a notice of proposed regula¬ 
tory development to amend Part 21 
relative to medical-dental courses. In¬ 
terested persons were given 30 days in 
which to submit comments, sugges¬ 
tions, or objections regarding the pro¬ 
posed regulations. Four persons sub¬ 
mitted comments. 

Two persons stated that the Veter¬ 
ans Administration had no legal au¬ 
thority to amend § 21.4265(c). Section 
1681, title 38, United States Code. 
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makes mention of institutional train¬ 
ing, and 38 U.S.C. 1682 provides rates 
of payments for those eligible veterans 
and eligible persons in institutional 
training. However, there is no statuto¬ 
ry definition of this term. Pursuant to 
the authority given the Administrator 
of Veterans’ Affairs in 38 U.S.C. 210(c) 
to make rules and regulations neces¬ 
sary to carry out the laws adminis¬ 
tered by the Veterans Administration, 
§21.4265 has been developed to allow 
payment at the institutional rate to 
eligible veterans whose training is oc¬ 
curring outside the walls of the insti¬ 
tution even though it is institutional 
in nature. All amendments to § 21.4265 
are based on this same authority. 

Two persons commmended the Ve- 
tems Administration for using the 
term “substantial” in § 21.4265(c) 
rather than a mathematical formula, 
and agreed with the thrust of the reg¬ 
ulatory amendment. 

Two persons commented that the 
proposed amendment to § 21.4265(c) 
was too restrictive and suggested that 
the Veterans Administration should be 
satisfied if courses include substantial 
technical or professional training 
rather than requiring that it include 
substantial professional training only. 
Since many courses which are affected 
by § 21.4265(c) do not lead to profes¬ 
sional objectives, this suggestion has 
merit. It has been accepted, and incor¬ 
porated into the final regulation. 

One person suggested eliminating 
the proposed amendment to 
§21.4265(0 to allow practical training 
connected with medically related cleri¬ 
cal. secretarial, or receptionist courses 
to be considered to be institutional 
and revising § 21.4253 accordingly. 
This suggestion cannot be accepted, 
because there is no reason to treat 
medically related clerical, secretarial 
or receptionist courses differently 
from similar courses related to other 
fields. 


RULES AND REGULATIONS 

One person objected to the entire 
proposed regulatory amendments ap¬ 
parently believing that they would 
eliminate any clinical training from 
ever being approved. Our experience 
in administering the G.I. Bill is such 
that we do not think that this will be 
the case. 

The proposed changes to §§ 21.4265 
and 21.4275 are deemed proper and are 
hereby adopted, as amended. 

Approved: June 8, 1978. 

By direction of the Administrator. 

Rufus H. Wilson, 
Deputy Administrator. 

1. In § 21.4265, paragraphs (c)(1) and 
(d) are revised to read as follows: 

§21.4265 Practical training approved as 
institutional training or on-job train¬ 
ing. 


(c) Medical and dental specialty 
courses . (1) Required clinical training 
included in a school course given in an 
affiliated hospital, clinic, laboratory, 
or medical center as a part of a medi¬ 
cal or dental specialty course whether 
accredited or nonaccredited offered by 
a school such as X-ray technician, 
medical technician, medical records 
administrator, physical therapist, or 
dental technician shall be assessed as 
institutional training provided: 

(i) The student remains enrolled in 
the course during the clinical period; 

(ii) The clinical training is; 

(а) An integral part of the course; 

(б) A prerequisite to the successful 
completion of the course; and 

(c) Under the direction and supervi¬ 
sion of the school; and 

(iii) The course includes substantial 
technical or professional training and 
does not consist of training primarily 
directed to clerical, administrative. 
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secretarial, or receptionist duties. 


• • * • • 

(d) Medical and dental assistants 
courses for the Veterans Administra¬ 
tion . A course prescribed by the Ad¬ 
ministrator for full-time physicians' 
assistants or for full-time expanded- 
function dental auxiliaries (formerly 
referred to as dentists’ assistants) may 
be approved as institutional training, 
if the course is conducted at Veterans 
Administration facilities or in facilities 
operated by hospitals, medical schools, 
or medical installations pursuant to a 
contract with the Veterans Adminis¬ 
tration. (38 U.S.C. 4114(e).) 

• • • • • 

2. In §21.4275, paragraph (d) is re¬ 
vised to read as follows: 

§ 21.4275 Practical training courses; mea¬ 
surement 

• • • • + 

(d) Medical and dental assistants 
courses for the Veterans Administra¬ 
tion . Programs approved in accord¬ 
ance with the provisions of 
§ 21.4265(d) will be measured on a 
clock-hour basis as appropriate in ac¬ 
cordance with §21.4270, however, the 
program will be regarded as full-time 
institutional training: Provided, The 
combined total of the classroom and 
other formal instruction portion of 
the program and the on-job-training 
portion of the program requires 30 or 
more clock hours of attendance per 
week. 


(FR Doc. 78-16299 Filed 6-12-78; 8:45 am] 
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proposed rules 


This section of the FEDERAL REGISTER contoins notices to the public of the proposed issuance of rules and regulations. The purpose of these notices is to 
give interested persons on opportunity to participate in the rule making prior to the adoption of the final rules. 


[3410-05] 

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 
[7 CFR Part 1270] 

WOOL AND MOHAIR ADVERTISING AND 
PROMOTION 

Procedure for the Conduct of Referendumt 

AGENCIES: Agricultural Marketing 
Service and Agricultural Stabilization 
and Conservation Service, USDA. 

ACTION: Proposed rule. 

SUMMARY: The proposed rule will 
establish the procedure for the con¬ 
duct of any referendum to determine 
if U.S. sheep or goat producers ap¬ 
prove or disapprove any proposed 
agreement between the Secretary of 
Agriculture and any marketing cooper¬ 
ative. trade association, or other 
group, whose members are engaged in 
the handling of wool, sheep, mohair, 
goats, or the products thereof. The 
proposed agreement may authorize 
the Secretary to make deductions 
from the incentive payments made to 
producers by the Commodity Credit 
Corporation for the purpose of fund¬ 
ing advertising and sales promotion 
programs and programs for the dis¬ 
semination of information concerning 
wool, sheep, mohair, goats, or the 
products thereof. The proposed rule 
would assure that a fair and accurate 
referendum is held. 

DATE: Comments must be received on 
or before July 13, 1978, in order to be 
assured of consideration. 

FOR FURTHER INFORMATION 
CONTACT: 

Gerald Schiermeyer, Emergency and 

Indemnity Payments Division, 

ASCS. USDA, Washington, D.C. 

20013. 202-447-4428. 

SUPPLEMENTARY INFORMATION: 
Section 708 of the National Wool Act 
of 1954. as amended (7 U.S.C. 1787), 
provides that no agreement containing 
a provision for deductions from incen¬ 
tive payments shall become effective 
until the Secretary determines that at 
least two-thirds of the producers who, 
during a representative period deter¬ 
mined by the Secretary, have been en¬ 
gaged in the production of wool, 
mohair, sheep, or goats, as the case 
may be. within the production area 
the Secretary determines will be bene¬ 
fited by the agreement, approve or 
favor such agreement, or that produc¬ 


ers who. during such representative 
period have produced at least two- 
thirds of the volume of the sheep or 
goats, as the case may be, within the 
area which will be benefited by the 
agreement, approve or favor such 
agreement. 

Section 708 of the Wool Act further 
provides that the Secretary may con¬ 
duct a referendum among producers to 
ascertain whether they approve or 
favor such an agreement. An agree¬ 
ment will become effective if two- 
thirds of the total number of produc¬ 
ers, or producers owning two-thirds of 
the total volume of production, repre¬ 
sented in the referendum, approve or 
favor the agreement. 

Interested persons may participate 
in this proposed rulemaking by sub¬ 
mitting written comments to the 
Deputy Administrator, State and 
County Operations, ASCS, USDA, 
Washington, D.C. 20250. Comments 
must be received on or before July 13, 
1978, in order to be assured of consid¬ 
eration. Copies of all written com¬ 
ments received will be available for ex¬ 
amination by interested persons in 
room 4095, South Building, USDA. 
14th Street and Independence Avenue 
SW., Washington, D.C. 

Proposed Rule 

In consideration of the foregoing, it 
is proposed to add a new Part 1270 
Wool and Mohair Advertising and Pro¬ 
motion to 7 CFR Chapter XI and a 
new subpart thereunder as follows: 

Part 1270—Wool and Mohair AdvortUing and 
Promotion 

Subport—Procoduro tor the Conduct of Rftferondumt 

Sec. 

1270.1 Referendums. 

1270.2 Definitions. 

1270.3 Supervision of referendums. 

1270.4 Requirements of referendums. 

1270.5 Computation of time. 

1270.6 Public notice. 

1270.7 Eligibility. 

1270.8 Voting. 

1270.9 Challenged ballots. 

1270.10 Receiving ballots. 

1270.11 Canvassing ballots. 

1270.12 County ASCS Office Report. 

1270.13 State ASCS Office Report. 

1270.14 Results of referendums. 

1270.15 Disposition of ballots and records. 

1270.16 Suspension and termination of 
agreements. 

1270.17 Instructions and forms. 


Subpart—Procedure for tha Conduct of 
Referendums 

§ 1270.1 Referendums. 

Referendums for the purpose of de¬ 
termining producer approval of any 
proposed agreement between the Sec¬ 
retary of Agriculture and any maket- 
ing cooperative, trade association, or 
other producer group whose members 
are engaged in the handling of wool, 
sheep, mohair, goats or the products 
thereof, shall be conducted in accord¬ 
ance with this subpart. 

§ 1270.2 Definitions. 

(a) “Secretary’' means the Secretary 
of Agriculture or any other officer or 
employee of the U.S. Department of 
Agriculture to whom there has hereto¬ 
fore been delegated, or to whom there 
may hereafter be delegated, the au¬ 
thority to act in his stead. 

(b) “ASCS” means the Agricultural 
Stabilization and Conservation Serv¬ 
ice. 

(c) “Act” means the National Wool 
Act of 1954 (7 U.S.C. 1781 et seq.) and 
any amendments thereto. 

(d) “Deputy Administrator” means 
the Deputy or Acting Deputy Adminis¬ 
trator, State and County Operations. 
Agricultural Stabilization and Conser¬ 
vation Service, U.S. Department of Ag¬ 
riculture. 

(e) “State ASC Committee” means 
the group of persons within a State 
designated by the Secretary to act as 
the State Agricultural Stabilization 
and Conservation committee. 

(f) “County ASC Committee” means 
the group of persons within a county 
elected to act as the county Agricul¬ 
tural Stabilization and Conservation 
committee, pursuant to the regula¬ 
tions governing the election and func¬ 
tioning of the county Agricultrual Sta¬ 
bilization and Conservation commit¬ 
tee. 

(g) “County ASCS Executive Direc¬ 
tor” means the person employed by 
the county ASC committee to execute 
the policies of the county ASC com¬ 
mittee and be responsible for the day- 
to-day operation of the county ASCS 
office, or the person acting in such ca¬ 
pacity. 

(h) “Person” means any individual, 
group of individuals, partnership, cor¬ 
poration, association, cooperative, or 
any other entity. 

(i) “Agreement” means any agree¬ 
ment between the Secretary of Agri¬ 
culture and any marketing coopera¬ 
tive, trade association or other produc- 
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er group whose members are engaged 
In the handling of wool, sheep, 
mohair, goats, or the products thereof, 
for the purpose of developing and con¬ 
ducting advertising and sales promo¬ 
tion programs and programs for the 
development and dissemination of in¬ 
formation on product quality, produc¬ 
tion management, and marketing im¬ 
provement for the commodities han¬ 
dled by its members. The agreement 
may authorize the Secretary to make 
deductions from the incentive pay¬ 
ments made to producers by the Com¬ 
modity Credit Corporation for the 
purpose of funding the programs for 
advertising and sales promotion and 
dissemination of information carried 
out under such agreement. 

(j) “Representative period’* means a 
consecutive twelve month period pre¬ 
ceding the referendum designated by 
the Secretary. 

(k) “Voting period” means a 12-day 
period to be announced for voting in 
the referendum. 

§ 1270.3 Supervision of refcrendums. 

The Deputy Administrator shall be 
in charge of and responsible for con¬ 
ducting each referendum in accord¬ 
ance with this subpart. Each State 
ASC committee shall be in charge of 
and responsible for supervising and di¬ 
recting the conduct of the referendum 
in its State. Each county ASC commit¬ 
tee shall be responsible for conducting 
the referendum in its county. It shall 
be the duty of the Deputy Administra¬ 
tor and of each committee to conduct 
each referendum in a fair, unbiased 
and impartial manner, in accordance 
with this subpart. 

§ 1270.4 Requirements of referendum*. 

An agreement shall become effective 
if the Secretary determines that it is 
approved or favored by (a) at least 
two-thirds of the eligible producers 
voting in the referendum or (b) eligi¬ 
ble producers who produced at least 
two-thirds of the volume of sheep or 
goats, as the case may be, represented 
in the referendum. 

§ 1270.5 Computation of time. 

Sundays and Federal holidays shall 
be included in computing the time al¬ 
lowed for the filing of any documents 
or taking any action: Provided, That 
when such time expires on a Sunday 
or a Federal holiday, such period shall 
be extended to include the next fol¬ 
lowing business day. 

§ 1270.6 Public notice. 

Advance public notice of the referen¬ 
dum shall be provided without com¬ 
mercial advertising expense by the * 
State and county ASCS offices by 
means of newspapers, television, 
county newsletter, county extension 
agents, etc. Such notice shall an¬ 
nounce the voting requirements and 
other pertinent information. 


§ 1270.7 Eligibility. 

(a) Eligible producer. Each producer 
who during a single period of at least 
30 days during the representative 
period owned in the United States any 
sheep or goats, as the case may be, 6 
months of age or older is entitled to 
vote in the referendum. Each producer 
entity shall be entitled to cast only 
one ballot in the referendum. 

(b) Proxy voting. Proxy voting is not 
authorized except that an officer or 
employee of a corporate producer, or 
any guardian, administrator, executor, 
or trustee of a producer’s estate, or an 
authorized representative of any pro¬ 
ducer entity (other than an individual 
producer), such as a corporation or 
partnership, may cast a ballot on 
behalf of such entity. Any individual 
voting in the referendum on behalf of 
any producer entity shall certify that 
he or she is authorized by such entity 
to take such action. 

(c) Joint and group interest A group 
of individuals, such as members of a 
family, joint tenants, tenants in 
common, a partnership, owners of 
community property, or a corporation, 
engaged in the production of sheep or 
goats, as the case may be, as a produc¬ 
er entity shall be entitled to only one 
vote: Provided, however, That any 
member of a group may vote as a pro¬ 
ducer if he or she is an eligible produc¬ 
er separate from the group, except as 
provided in paragraph (d) of this sec¬ 
tion and § 1270.8(c)(2). 

(d) Cooperative association. A coop¬ 
erative association may qualify to vote 
by filing with the Director of the 
Emergency and Indemnity Payments 
Division, ASCS, USDA. Washington. 
D.C. 20250, not later than the date an¬ 
nounced by the Department of Agri¬ 
culture, the following documents: (1) 
A certified copy of the articles of in¬ 
corporation and bylaws of the associ¬ 
ation, and (2) a certified copy of the 
resolution adopted by the association’s 
board of directors authorizing the as¬ 
sociation to vote in the referendum. 
The Emergency and Indemnity Pay¬ 
ments Division, ASCS, will send a 
ballot to each cooperative association 
which establishes its eligibility to vote. 
A cooperative association which quali¬ 
fies to vote shall cast one ballot for all 
the eligible producers who, on the date 
the ballot is cast, are members of, 
stockholders in, or are under contract 
to sell their wool, sheep, mohair or 
goats, as the case may be, through the 
association in the marketing year 
(January 1 through December 31) in 
which the referendum is held. The 
number of votes to be counted for the 
ballot cast by the cooperative associ¬ 
ation shall be equal to the number of 
eligible producer-members in the coop¬ 
erative association. If a ballot is cast 
by a cooperative association, the eligi¬ 
ble producer-members of such cooper¬ 
ative association shall not otherwise 
cast ballots in the referendum. 


§ 1270.8 Voting. 

(a) Mailing of ballots. Each ASCS 
county office will mail ballots to all 
producers of whom the office has 
knowledge having ranch or farm head¬ 
quarters located in its county. A pro¬ 
ducer who believes that he or she is 
eligible to vote but has not received a 
ballot, can obtain a ballot from the 
State or county ASCS office upon re¬ 
quest. The Emergency and Indemnity 
Payments Division, ASCS. USDA, will 
mail ballots to all cooperative associ¬ 
ations which qualify to vote on behalf 
of their members and others in accord¬ 
ance with section 1270.7(d) of this sub¬ 
part. 

(b) Facilities and ballot box. Each 
county ASCS office shall provide (1) 
adequate facilities and space to permit 
producers to mark their ballots in 
secret and (2) a sealed ballot box 
which shall be kept under observation 
during office hours and secured at all 
times until the ballots are counted. 

(c) Voting— (1) All producers except 
cooperative associations. Voting may 
be in person or by mail. Each producer 
shall cast a ballot on form CCC 1160 
with the County ASCS office where 
the producer’s farm or ranch head¬ 
quarters is located. The producer shall 
provide the following information on 
the ballot: (i) The date, (ii) a “yes” or 
“no” vote by marking the appropriate 
box, (iii) the number of sheep or goats, 
as the case may be, 6 months of age or 
older, located in the United States 
which the producer owned continuous¬ 
ly during a single period of at least 30 
days during the representative period, 

(iv) the address of the producer and 

(v) the signature of the producer. If 
the ballot is being cast on behalf of a 
partnership, corporation, or other 
entity, except a cooperative associ¬ 
ation, the person casting the ballot 
must provide the name and address of 
the producer entity he or she repre¬ 
sents, and certify that he or she is au¬ 
thorized to vote on behalf of the pro¬ 
ducer entity. 

(2) Cooperative associations . A coop¬ 
erative association shall return its 
marked ballot to the Director, Emer¬ 
gency and Indemnity Payments Divi¬ 
sion. ASCS, USDA, Washington, D.C., 
20250, so that it will reach that office 
not later than the date designated by 
the Department of Agriculture. Each 
ballot cast by a cooperative association 
shall be accompanied by the original 
and two copies of a listing showing the 
names and addresses of all producers, 
otherwise eligible to vote, who on the 
date the vote is cast are members of, 
stockholders in, or under contract to 
sell their wool, sheep, mohair or goats, 
as the case may be, through the asso¬ 
ciation in the marketing year in which 
the referendum is held. The produc¬ 
er’s names shall be arranged alpha¬ 
betically, on a separate sheet for each 
county. The listing for each county 
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shall be headed by the name and ad¬ 
dress of the cooperative association 
and show whether the cooperative as¬ 
sociation was voting “yes" or “no" in 
the referendum. In preparing the list* 
ings, the cooperative association shall 
show for each producer the number of 
sheep or goats, as the case may be, 6 
months of age or older which he 
owned continuously in the United 
States during a single period of at 
least 30 days during the representative 
period. After checking the ballots and 
lists from the cooperative associations 
for completeness, the lists of produc¬ 
ers for whom the cooperative associ¬ 
ations have voted will be forwarded to 
the ASCS State offices concerned for 
distribution to the respective ASCS 
county offices. If a producer casts a 
ballot as an individual and a coopera¬ 
tive association's ballot lists the pro¬ 
ducer as a member, the producer's 
vote by the cooperative association 
shall count and not the individual 
ballot cast by the producer. If two or 
more cooperative associations cast bal¬ 
lots for the same producer, and the 
ballots take the same position with 
reference to the agreement which is 
the subject of the referendum, the 
producer's vote will be counted only 
once. If they take different positions, 
the producer's vote will not be count¬ 
ed. 

§ 1270.9 Challenged ballots. 

A person’s eligibility to vote may be 
challenged by any person. The county 
executive director shall review all bal¬ 
lots and promptly challenge any ballot 
of a producer who appears to be ineli¬ 
gible or to have inaccurately indicated 
the number of sheep or goats, as the 
case may be, on the ballot. 

(a) Determination of challenges. Any 
person whose ballot has been chal¬ 
lenged or whose declaration of the 
number of sheep or goats, as the case 
may be, on the ballot has been chal¬ 
lenged, must prove to the satisfaction 
of the county executive director that 
he or she was an eligible producer or 
that he or she did own the declared 
number of sheep or goats, as the case 
may be, during the representative 
period. Records such as tax returns, 
sales documents, purchase documents, 
or other similar documents may be 
submitted to prove that a person is an 
eligible producer or that he or she 
owned the declared number of sheep 
or goats. The county ASCS executive 
director shall make his or her determi¬ 
nation concerning a challenged ballot 
and notify the producer of such deter¬ 
mination as soon as practicable, but no 
later than two days after the opening 
of the ballot box. 

(b) Appeal Appeal from a decision 
by the county ASCS executive director 
on the eligibility of a person or as to 
the number of sheep or goats, as the 
case may be, owned by the producer. 


must be made to the county ASC com¬ 
mittee within two business days after 
notification of such decision. Any 
appeal shall be determined by the 
county ASC committee as soon as 
practicable, but in all cases not later 
than seven days after the opening of 
the ballot box. 

§ 1270.10 Receiving ballots. 

A ballot shall be considered to have 
been received during the voting period 

(a) if it was cast in the county ASCS 
office prior to the close of business on 
the final day of the voting period, or 

(b) if mailed, the ballot was post¬ 
marked not later than midnight on 
the final day of the voting period and 
received in the county ASCS office 
prior to the close of business on the 
fourth day after the close of the 
voting period. 

§ 1270.11 Canvassing ballots. 

(a) Counting the Ballots. As soon as 
possible after opening of the county 
ASCS office on the fifth day after the 
close of the voting period, employees 
of the county ASCS office shall open 
the ballot box and count the ballots. 
The ballots shall be tabulated as fol¬ 
lows: (1) Number of eligible producers 
casting valid ballots, and the number 
of sheep or goats, as the case may be, 
indicated on their ballots. (2) number 
of eligible producers favoring the 
agreement and the number of sheep or 
goafs, as the case may be, indicated on 
their ballots, (3) number of eligible 
producers not favoring the agreement 
and the number of sheep or goats, as 
the case may be, indicated on their 
ballots, (4) the number of challenged 
ballots deemed invalid, and (5) the 
number of spoiled ballots. 

(b) Spoiled Ballots. Ballots shall be 
considered as spoiled ballots when 
they are unsigned, mutilated, or 
marked in such a way that it cannot 
be determined whether it is a “yes" or 
“no" vote. Spoiled ballots shall not be 
considered as approving or disapprov¬ 
ing the agreement or as a ballot cast in 
the referendum. 

(c) Confidentiality. All ballots shall 
be treated as confidential and the con¬ 
tents of the ballots shall not be di¬ 
vulged except as provided for in this 
subpart or as the Secretary may 
direct. The public may witness the 
opening of the ballot box and the 
counting of the ballots, but shall 
remain a reasonable distance from the 
tabulation so as not to interfere with 
the tabulation or see how any person 
voted in the referendum 

§ 1270.12 County ASCS office report 

(a) Preliminary report The county 
ASCS office shall notify the State 
ASCS office by telephone, telegraph, 
or messenger as to the preliminary re¬ 
sults of the referendum as soon as pos¬ 
sible. Each county ASCS office may 


release the unofficial results of the 
referendum in its county after the 
report has been given to the State 
ASCS office. 

(b) Final report Within seven days 
after the opening of the ballot box, 
each county ASCS office shall trans¬ 
mit a written summary certified by 
the county ASCS executive director of 
the final results of the referendum in 
its county to the State ASCS office. 
Any appeal concerning a challenged 
ballot shall be resolved by the county 
ASC committee prior to the date of 
the final report. A copy of the sum¬ 
mary shall be posted for 30 days in the 
county ASCS office in a conspicuous 
place accessible to the public and a 
copy shall be kept on file in the 
county office for a period of at least 12 
months. 

§ 1270.13 State ASCS office report. 

(a) Preliminary report Each State 
ASCS office shall send to the Deputy 
Administrator by telegraph as soon as 
possible a summary of the preliminary 
results of the referendum received 
from the county ASCS offices within 
its State. Each Slate ASCS office may 
release the un-official results of the 
referendum in its State after its report 
has been sent to the Deputy Adminis¬ 
trator. 

(b) Final report Within 10 days 
after the opening of the ballot boxes 
in the county ASCS offices each State 
ASCS office shall transmit to the 
Deputy Administrator a written sum¬ 
mary of the final results of the refer¬ 
endum received from the county 
ASCS offices within the State. Such 
summary shall be prepared in tripli¬ 
cate and certified by the State ASCS 
executive director. The original and 
one copy of the summary shall be sent 
to the Deputy Administrator. One 
copy of the summary shall be main¬ 
tained in the State ASCS office where 
it shall be available for public inspec¬ 
tion for a period of not less than 12 
months. 

§ 1270.14 Results of Refercndums. 

(a) The Deputy Administrator shall 
prepare and submit to the Secretary 
or his designee a report of the results 
of the referendum. The official results 
of the referendum shall be published 
in the Federal Register. State sum¬ 
maries and related papers shall be 
available for public inspection in the 
office of the Deputy Administrator. 
State and County Operations, ASCS. 
U.S. Department of Agriculture, Room 
243-W, Administration Building. 
Washington, D.C. 

(b) If the Deputy Administrator or 
the Secretary deems it necessary, the 
report of any State or county shall be 
reexamined and checked by such per¬ 
sons that may be designated by the 
Deputy Administrator or the Secre¬ 
tary. 
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§ 1270.15 Disposition of ballots and rec¬ 
ords. 

The county ASCS executive director 
shall place the voted ballots, chal¬ 
lenged ballots found to be ineligible, 
spoiled ballots, and county summaries 
in sealed containers marked with the 
identification of the referendum. Such 
records shall be placed under lock in a 
safe place under the custody of the 
county ASCS* executive director for a 
period of not less than 12 months 
after the referendum. If no notice to 
the contrary is received from the 
Deputy Administrator by the end of 
such time, the records shall be de¬ 
stroyed. 

§1270.16 Suspension and termination of 
agreements. 

The Secretary of Agriculture may 
conduct a referendum at any time, and 
shall hold a referendum on request of 
(a) producers representing 10 percent 
or more of the number of producers 
voting in. or <b) producers owning 10 
percent of the sheep or goats, as the 
case may be. represented in the refer¬ 
endum approving the agreement, to 
determine whether such producers 
favor the termination or suspension of 
the agreement. The Secretary shall 
suspend or terminate such agreement 
six months after the Secretary deter¬ 
mines that suspension or termination 
of the agreement is approved or fa¬ 
vored by a majority of the eligible pro¬ 
ducers voting in such referendum or 
who produced more than 50 percent of 
the volume of the sheep or goats, as 
the case may be, produced by the pro¬ 
ducers voting in the referendum. 

§ 1270.17 Instructions and forms. 

The Deputy Administrator is hereby 
authorized to prescribe additional 
instructions and forms not inconsist¬ 
ent with the provisions of this subpart 
to govern the conduct of the referen¬ 
dum. 

Authority; Secs. 4 and 5. 62 Stat. 1070, as 
amended (15 U.S.C. 714 b and c); secs. 702- 
708, 68 Stat. 910-912, as amended (7 U.S.C. 
1781-1787). 

Issued at Washington, D.C.. this 7th 
day of June 1978. 

Stewart N. Smith, 
Acting Administrator, Agricul- 
tural Stabilization and Con¬ 
servation Service, 

William T. Manley. 

Acting Administrator, 
Agricultural Marketing Service . 

[PR Doc. 78-16274 Piled 6-12-78; 8:45 ami 


[3410-34] 

Animal and Plant Health Inspection Service 
19 CFR Part 851 
PSEUDORAR1ES 
Notice of Meetings 

AGENCY: Animal and Plant Health 
Inspection Service, USDA. 

ACTION: Notice of public meetings. 

SUMMARY: The purpose of this doc¬ 
ument is to give notice of a series of 
informal public meetings to be held on 
changes made in the proposed pseu¬ 
dorabies regulations published in the 
Federal Register (43 FR 22044-22053) 
May 23, 1978, as a result of comments 
and recommendations received after 
publication of the original proposal 
May 27, 1977. These meetings are 
being held to solicit further comments 
and recommendations regarding the 
current proposed pseudorabies regula¬ 
tions. 

DATES: Meetings will be held from 1 
to 5 p.m. in: Indianapolis, Ind., on 
June 20, 1978; Des Moines, Iowa, on 
June 21, 1978; Oklahoma City, Okla., 
on June 22, 1978; Nashville, Term., on 
June 27. 1978; Washington, D.C. on 
June 29, 1978. 

Written statements concerning the 
proposed regulations may be filed with 
the Department on or before July 24, 
1978. 

ADDRESSES: Meetings will be held at 
the following locations: Indianapolis— 
Roadway Inn, Airport Expressway, 
5212 West Southern Avenue; Des 
Moines—Hilton Inn, 611 Fleur Drive; 
Oklahoma City—Hilton West, at the 
junction of 1-40 and Meridian; Nash¬ 
ville—Opryland Hotel, 2800 Opryland 
Drive; Washington—Loews L'Enfant 
Plaza Hotel, 480 L’Enfant Plaza East 
SW. 

Written statements may be submit¬ 
ted to: J.A. Downard. Chief Staff Vet¬ 
erinarian, Swine Diseases Staff, 
USDA, APHIS, Veterinary Services, 
Room 704, Federal Center Building, 
Hyattsville, Md. 20782. 

FOR FURTHER INFORMATION 
CONTACT: 

J.A. Downard, 301-436-8487. 

SUPPLEMENTARY INFORMATION: 
These meetings are sponsored by the 
Department of Agriculture in order to 
give the swine industry and other in¬ 
terested parties the greatest possible 
participation in the rulemaking proc¬ 
ess through the exchange of views and 
information regarding pseudorabies. 

The president of the state Pork Pro¬ 
ducers Council in each state where a 
meeting will be held will chair that 
meeting except for the Washington. 
D.C. meeting which will be chaired by 
a Veterinary Services representative. 
The procedure will be informal and 
will follow a flexible agenda. 


These meetings are open to the 
public. Written statements concerning 
the proposed pseudorabies regulations 
may be filed with the Department on 
or before July 24. 1978. 

All written submissions made pursu¬ 
ant to this notice will be made availa¬ 
ble for public inspection at the Feder¬ 
al Building. 6505 Belcrest Road, Room 
704, Hyattsville. Md., during regular 
hours of business (8 a.m. to 4:30 p.m., 
Monday through Friday, except holi¬ 
days) in a manner convenient to the 
public business (7 CFR 1.27 (b)). 

Dated: June 7. 1978. 

Pierre A. Chaloux, 
Deputy Administrator, 
Veterinary Services 
CFR Doc. 78-16307 Filed 6-12-78; 8:45 am] 


[1505-01] 

NUCLEAR REGULATORY 
COMMISSION 

[10 CFR Parti 70, 73, 150] 

SPECIAL NUCLEAR MATERIAL OF MODERATE 
AND LOW STRATEGIC SIGNIFICANCE 

Safeguard Requirements 

Correction 

In FR Doc. 78-14134 appearing on 
page 22216 in the issue of Wednesday, 
May 24. 1978, in the “SUMMARY:”, 
the 5th line “owuld” should read, 
“would”. 

In the middle column, the 2nd line, 
“significane” should read, “signifi¬ 
cance”. 

On page 22217 in the middle column, 
§ 70.22(g), the 11th line should read, 

“73.47(g) for 10 Kg or more of special 

• • 

In the 3rd column, §70.22(j) the 4th 
line should read, “[li-)censee special 
nuclear material of moder-[ate) • • 

On page 22218, in the middle 
column. § 73.47(b), the 1st line should 
read, “(b) A licensee is exempt from 
the re-[quirementsl • • 

In §73.47(0, the 11th and 12th lines 
should read, “[re-lquirements of 
§ 73.47(d), (e), and (g), including sched¬ 
ules of implementtation].”. 


[6320-01] 

CIVIL AERONAUTICS BOARD 

(14 CFR Part 288] 

[EDR-356; Docket No. 32784; June 1. 1978] 

EXEMPTION OF AIR CARRIERS FOR MILITARY 
TRANSPORTATION 

Proposed Rulemaking 

AGENCY: Civil Aeronautics Board. 

ACTION: Notice of proposed rulemak¬ 
ing. 

SUMMARY: The Board is proposing 
amendments of the minimum military 
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charter rates for foreign and overseas 
air transportation services performed 
for the Department of Defense (DOD) 
and procured by the Military Airlift 
Command (MAC) as a result of several 
problems MAC has informally brought 
to the Board’s attention. The proposed 
amendments will: (1) Equate the cate¬ 
gory B passenger rates for wide-bodied 
aircraft with those on low-density 
stretched jets instead of the high-den¬ 
sity; and, (2) permit carriers to per¬ 
form categories A and Z passenger ser¬ 
vices at rates equivalent to the lowest 
unrestricted scheduled service com¬ 
mercial fare available to the general 
public whenever the minimum catego¬ 
ries A and Z rates would result in a 
higher charge. 

DATES: Comments by: July 3, 1978. 
Comments and other relevant infor¬ 
mation received after this date will be 
considered by the Board only to the 
extent practicable. 

ADDRESSES: Twelve copies of com¬ 
ments should be sent to Docket 32784, 
Civil Aeronautics Board. 1825 Con¬ 
necticut Avenue NW.. Washington, 
D.C. 20428. Comments may be exam¬ 
ined in Room 711, Civil Aeronautics 
Board, 1825 Connecticut Avenue NW., 
Washington, D.C. as soon as they are 
received. 

FOR FURTHER INFORMATION 
CONTACT: 

Mr. Leonard S. Friedman, Postal and 
Military Rates Division. B.PJD.A., B- 
68, Civil Aeronautics Board, 1825 
Connecticut Avenue, NW., Washing¬ 
ton, D.C. 20428, phone 202-673-5368. 

SUPPLEMENTARY INFORMATION: 
ER-1036, December 19, 1977, estab¬ 
lished the currently effective mini¬ 
mum military charter rates for foreign 
and overseas air transportation ser¬ 
vices. 1 MAC has informally brought to 
the Board's attention several problems 
inherent in those rates. In several in¬ 
stances scheduled service economy 
fares are lower than categories A and 
Z rates for the same trip. 1 Further, the 
category Y rate reflects standard jet 
roundtrip charter operations, even 
though the fixed-buy contracts have 
since been negotiated to include wide¬ 
bodied equipment as well. MAC recom¬ 
mends that the categories A. Y and Z 
rates all be derived from the category 
B wide-bodied jet service rates. 1 MAC 
also recommends that since the cate¬ 
gory B wide-bodied Jet charter passen¬ 
ger rates are equal to the high-density 
stretched jet charter passenger rate. 


■ER-1045, February 15. 1978. amended 
these rates to correct a computational error 
in the one way Category B cargo rate for 
DC-8-61 /63F aircraft. 

* Category Z minimum rates are. by pres¬ 
ent provisions in Part 399, equated to the 
Category A rates fixed in Part 288. 

* One-way rates for categories A and Z and 
roundtrip rates for Category Y. 


the minimum aircraft passenger loads 
for wide-bodied jet charter operations 
should be increased to reflect a similar 
high-density seating configuration. 4 
This change would result in more reve¬ 
nue to a carrier for a wide-bodied 
charter. MAC contends that wide¬ 
bodied aircraft are not being made 
available by carriers because the cur¬ 
rent wide-bodied charter rates provide 
the carriers with less revenues than 
the previous rates. 

The Board has considered the issues 
raised by MAC and agrees that the 
Categories A and Z and wide-bodied B 
rates warrant corrective action. How¬ 
ever. we do not fully concur with 
MAC’S recommended solutions. Our 
proposed amendments and the under¬ 
lying considerations are discussed 
below. Interested persons, and particu¬ 
larly DOD and the participating carri¬ 
ers, are invited to comment on those 
proposals. 

The Categories A and Z rates on 
scheduled services are derived from 
the costs for Category B planeload 
charter services. These rates do not re¬ 
flect the costs of the scheduled ser¬ 
vices used. Under previous Part 288 
rate structures, when the Category B 
rates were uniform for all jet equip¬ 
ment types and were based on the 
average narrow-bodied jet charter op¬ 
erating costs, setting rates for use on 
scheduled services was a simple func¬ 
tion. The current Part 288 rate struc¬ 
ture, however, includes rates which 
vary for high- and low-density seating 
for both standard and stretched Jet 
equipment, with the wide-bodied jet 
rates equal to the high-density 
stretched jet rates. Thus it was neces¬ 
sary to select a base for setting the 
Category A and Z rates. The low-densi¬ 
ty standard jet rates were chosen be¬ 
cause they are the highest Category B 
charter rates, and, therefore, in no in¬ 
stance would rates on scheduled ser¬ 
vices be less than planeload charter 
rates. 

ER-1024 5 set forth fully the Board’s 
consideration of all issues, including 
the argument now repeated by DOD, 
when w r e established the current Cate¬ 
gories A and Z rates. DOD offers noth¬ 
ing new to challenge that decision. 
However, it does point out that the 
Categories A and Z rates are higher 
than commercial fares in 10 specific 
markets. Part 288 minimum rates 
should not require DOD to pay more 
than commercial travelers for compa¬ 
rable service. Accordingly, we tenta¬ 
tively find that the present rule 
should be amended to provide that, in 


4 Minimum aircraft loads are contained In 
§288.8. The minimum passenger loads are 
based on a seat-pitch of 38 Inches for low- 

density standard and stretched Jets and 36 
inches for wide-bodied Jets whereas the 
seat-pitch for the high-density standard and 
stretched Jets is 34 inches. 

h November 3. 1977, at 10-11. 


those instances where unrestricted, 
scheduled service, commercial fares 
are lower than the minimum Catego¬ 
ries A and Z rates, the carriers may 
perform Categories A and Z services at 
rates equal to the commercial fares. 
By unrestricted commercial fares we 
mean fares not subject to conditions 
such as stand-by or space available 
which provide lesser value service than 
Categories A and Z, which call for con¬ 
firmed seat service. 

The Board agrees that the Category 
B wide-bodied jet charter rates pro¬ 
duce unacceptably low gross revenues. 
MAC does not recommend a specific 
number of seats as the proper mini¬ 
mum passenger load for wide-bodied 
jet charters, and the number of seats 
on wide-bodied aircraft in both sched¬ 
uled and nonscheduled services varies 
significantly from carrier to carrier. 
(See Appendix I). We are not in a posi¬ 
tion to select a particular number of 
seats as the minimum passenger load 
greater than currently agreed by the 
carriers and MAC and reflected in 
Part 288. Therefore, as an alternative, 
we propose to increase the wide-bodied 
Category B rates by making them 
equal to the low-density stretched jet 
charter rates, which will produce the 
same plane-mile rate as MAC recom¬ 
mends. 

The Board has before it Petitions 
for Reconsideration of Order 78-1-101, 
January 25, 1978, 6 and Order 78-3-145, 
March 30. 1978. In the first order, the 
Board found the Category Y tariff 
rules of Northwest Airlines, Inc. and 
Pan American World Airways, Inc. 
unjust and unreasonable and ordered 
them cancelled. The second order re¬ 
jected the new Category Y tariff filed 
by Northwest in response to Order 78- 
1-101. We will defer any further con¬ 
sideration of Category Y rates pending 
our decisions on these petitions. 

The proposed Part 288 amendments, 
set forth below, will be made effective 
prospectively upon adoption of the 
final rule by the Board. 

The Board believes that expeditious 
action on the proposed rule revision is 
warranted. Moreover, the amendments 
represent a relatively minor adjust¬ 
ment. Accordingly, good cause is found 
to provide 21 days for comments, less 
than the normal period, which is con¬ 
sidered adequate for this purpose. 

Proposed Rules 

It is proposed to amend Part 288 of 
the Economic Regulations (14 CFR 
Part 288) as follows: 

1. Amend paragraph (aXl) of §288.7 
to change the table of rates as follows: 

§ 288.7 Reasonable level of compensation 

• • • • • 


•Category Y Fare Investigation, Docket 
28096. 
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(a) For charter services in foreign 
and overseas transportation, and in 
transportation between the 48 contigu¬ 
ous States, on the one hand, and 
Alaska or Hawaii, on the other hand, 
other than specified in paragraph (c) 
of this section, the following minimum 
rates are adopted: 

(1) Performed with turbine-powered 
aircraft: 
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2. Amend § 288.7(d)(1) by adding a 
proviso to read as follows: 

• • • • • 

(d) For Category A transportation 
services on and after 

(1) Passengers, 7.044 cents per pas¬ 
senger-mile: Provided, That a carrier 
may perform Category A passenger 
services at a rate per passenger-mile 
which, when applied to the mileage 
between specific points in accordance 
with subparagraph (3) of this para¬ 
graph, produces a product fare equal 
to a published, unrestricted, one-w r ay, 
passenger tariff fare that is in fact 
available to the general public for 
equivalent services, in the event that 
the Category A rate per passenger- 
mile, specified above, would result in a 
higher charge than such published 
tariff. 

( 2 ) • • • 


(Secs. 204, 403 and 416 of the Federal Avi¬ 
ation Act of 1958, as amended; 72 Stat. 743, 
758 and 771, as amended; (49 U.S.C. 1324, 
1373 and 1386).) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 
Secretary. 

Appendix I— Summary op Seating 
Configurations in Charter and Scheduled 
Services 


Aircraft 

Carrier Charter 

Scheduled 

type 

service 

service 

B-747. 

_AA....... 364-424_ 

343 


BN._ 356 _ 356 

DL_ 370. 370 

NW_ 369.375... 369 

PA_373.381.400. 373.400 

408 437. 

453. 

TW_363_ 363 

UA....... 342. 374_ 342 

World.. 357. 395.411, - 

423. 445, 

461. 


L-10I1... DL_ 

EA. 

256. 264._.... 

256. 

256 

261 

DC-10-10. AA. 

240. 

240 

UA . 

DC-30.. ....... NA....... 

242. 259. 

283. 

241 

269 

TIA. . 

DC-40. NW_ 

275. 30? 345. 
376. 

236.. 

236 

Wide-Body Aircraft Seating Densities Per 
Manufacturer’s Specification 

Aircraft type 


Number of 
seals 

B-747100/200B/200C.. 
DC-10-30/40. 


374-500 

250-380 

L-1011-1/100/200/250 


• 250-400 




[FR Doc. 78-16235 Filed 6-12-78; 8:45 am] 


[4110-03] 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
[21 CFR Part 10] 

[Docket No. 78N-0126] 

SEPARATION OF FUNCTIONS AND EX PARTE 
COMMUNICATIONS 

Withdrawal of Proposal and Termination of 
Rulomaking Proceedings 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Withdrawal of proposal. 

SUMMARY: The Commissioner of 
Food and Drugs is withdrawing a pro¬ 
posal to establish rules concerning sep¬ 
aration of functions and ex parte com¬ 
munications. The proposal is being 
withdrawn because it has been super¬ 
seded by more recent procedural regu¬ 
lations. 

EFFECTIVE DATE: June 13, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Richard T. Hunt, Compliance Regu¬ 
lations Policy Staff (HFC-10), Food 
and Drug Administration, Depart¬ 
ment of Health, Education, and Wel¬ 
fare, 5600 Fishers Lane, Rockville, 
Md. 20857, 301-443-3480. 

SUPPLEMENTARY INFORMATION: 
In the Federal Register of March 24, 
1972 (37 FR 6107), the Commissioner 
issued a proposal to establish regula¬ 
tions concerning separation of func¬ 
tions and ex parte communications. 
The proposal was intended, among 
other things, to more clearly define 
permissible and impermissible commu¬ 
nication among parties to a public 
hearing and FDA officials, employees, 
and attorneys. 

In the Federal Register of January 
25, 1977 (42 FR 4680), the Commis¬ 
sioner adopted new comprehensive ad¬ 
ministrative practices and procedures 
that encompassed the issues of separa¬ 
tion of function and ex parte commu¬ 
nications. 

Accordingly, the Commissioner an¬ 
nounces that the proposal published 
in the Federal Register of March 24, 
1972 (37 FR 6107) is now superseded 
and is hereby withdrawn. 

This withdrawal is issued under the 
Federal Food, Drug, and Cosmetic Act 
(sec. 701, 52 Stat. 1055-1056 as amend¬ 
ed by 70 Stat. 919 and 72 Stat. 948 (21 
U.S.C. 371)) and under the Adminis¬ 
trative Procedure Act (secs. 4,5, 60 
Stat. 238, 239 as amended (5 U.S.C. 
553, 554)) and under authority dele¬ 
gated to the Commissioner (21 CFR 
5.1). 


Dated: June 5. 1978. 

William F. Randolph, 
Acting Associate Commissioner 
for Regulatory Affairs. 
[FR Doc. 78-16089 Filed 6-12-78; 8:45 am] 


[1505-01] 

[21 CFR Porlt 182, 184] 

[Docket No. 78N-0015] 

INOSITOL 

Proposed Affirmation of Gras Status as a 
Direct Human Food Ingredient 

Correction 

In FR Doc. 78-13715 appearing at 
page 22056 in the issue for Tuesday, 
May 23, 1978, make the following cor¬ 
rections: 

(1) On page 22057, in the first 
column, in the next to last line. “O-B- 
D-galactopyranosyl myo-inositol" 
should read “0-/3-D-galactopyranosyl 
myo-inositol." 

(2) On page 22058, in the middle 
column, in § 184.1341(a), in the third 
line, delete the space between "trans- 
4," and “6-cyclohexanehexol." 


[4110-03] 

[21 CFR Parts 182, 184, 186] 

[Docket No. 78N-0071] 

CARBONATES AND BICARBONATES 

Proposad Affirmation of GRAS Status as Diroct 
and Indirect Human Food Ingredients 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Proposed rule. 

SUMMARY: This is a proposal to 
affirm the generally recognized as safe 
(GRAS) status of calcium carbonate, 
potassium bicarbonate, potassium car¬ 
bonate, sodium bicarbonate, sodium 
carbonate, and sodium sesquicarbon- 
ate as direct human food ingredients, 
and of sodium bicarbonate and sodium 
carbonate as indirect human food in¬ 
gredients. The safety of these ingredi¬ 
ents has been evaluated under a com¬ 
prehensive safety review being con¬ 
ducted by the agency. The proposal 
would list calcium carbonate, potas¬ 
sium bicarbonate, potassium carbon¬ 
ate, sodium bicarbonate, sodium car¬ 
bonate, and sodium sesquicarbonate as 
direct food substances affirmed as 
GRAS, and sodium bicarbonate and 
sodium carbonate as indirect food sub¬ 
stances affirmed as GRAS. 

DATE: Comments by August 14, 1978. 

ADDRESS: Comments (preferably 
four copies) to the Hearing Clerk 
(HFC-20), Food and Drug Administra¬ 
tion, room 4-65, 5600 Fishers Lane. 
Rockville, MD 20857. 
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FOR FURTHER INFORMATION 
CONTACT: 

Corbin I. Miles. Bureau of Foods 

(HFF-335), Food and Drug Adminis¬ 
tration. Department of Health. Edu¬ 
cation. and Welfare. 200 C Street 

SW.. Washington, D.C. 20204, 202- 

472-4750. 

SUPPLEMENTARY INFORMATION: 
The Commissioner of Food and Drugs 
has issued several notices and propos¬ 
als (see the Federal Register of July 
26, 1973 (38 Fr 20040)) initiating a 
comprehensive safety review of human 
food ingredients classified as generally 
recognized as safe (GRAS) or subject 
to a prior sanction. Under this review, 
which is being conducted by the Food 
and Drug Administration (FDA), the 
safety of calcium carbonate, potassium 
bicarbonate, potassium carbonate, 
sodium bicarbonate, sodium carbonate, 
and sodium sesquicarbonate has been 
evaluated. Under § 170.35 (21 CFR 
170.35), the Commissioner proposes to 
affirm the GRAS status of these in¬ 
gredients. Ammoniuim bicarbonate, 
ammonium carbonate, and magnesium 
carbonate will be considered in other 
proposals on ammonium and magne¬ 
sium salts, respectively. 

Carbonates and bicarbonates are 
commonly used in foods as neutraliz¬ 
ers and leavening agents. These anions 
occur in body fluids and tissues as the 
result of normal metabolic processes 
and are important in the control of 
acid-base balance. Their salts are usu¬ 
ally colorless or white translucent or 
transparent crystals, flakes, powders, 
or granules. Except for calcium car¬ 
bonate. most of the carbonates used in 
foods are fairly soluble in water. They 
may decompose in dry and/or moist 
air with temperature gradients propor¬ 
tionately influencing the rate of deg¬ 
radation. 

Calcium carbonate, potassium bicar¬ 
bonate, potassium carbonate, sodium 
bicarbonate, sodium carbonate, and 
sodium sesquicarbonate are listed in 
§§ 182.1191, 182.1613, 182.1619, 

182.1736. 182.1742, and 182.1792 (21 
CFR 182.1191, 182.1613, 182.1619, 

182.1736. 182.1742, and 182.1792), re¬ 
spectively, as multiple purpose GRAS 
food substances, under regulations 
published in the Federal Register of 
November 20, 1959 (24 FR 9368) and 
subsequently recodified. Calcium car¬ 
bonate is also listed in § 182.5191 (21 
CFR 182.5191) as a nutrient and di¬ 
etary supplement, under regulations 
published in the Federal Register of 
November 20, 1959 (24 FR 9368), and 
is prior sanctioned for use as a stabiliz¬ 
er in § 181.29 (21 CFR 181.29). Sodium 
bicarbonate and sodium carbonate are 
listed in § 182.70 (21 CFR 182.70) for 
use in cotton and cotton fabrics used 


in dry food packaging, under regula¬ 
tions published in the Federal Regis¬ 
ter of June 10, 1961 (26 FR 5224). 
Sodium carbonate is also listed in 
§182.90 (21 CFR 182.90) for use in 
paper and paperboard packaging ma¬ 
terials, under regulations published in 
the Federal Register of June 17, 1961 
(26 FR 5421). 

Certain Federal standards of identi¬ 
ty list the use of some bicarbonates 
and carbonates in food: Calcium car¬ 
bonate in frozen desserts (Part 135 (21 
CFR 135)), cereal flours and related 
products (Part 137 (21 CFR 137)), and 
foo d dres sings and flavorings (Part 169 
(21 CFR Part 169)); sodium bicarbon¬ 
ate in cereal flours and related prod¬ 
ucts (Part 137), canned vegetables 
(Part 155 (21 CFR Part 155)), and 
cacao products (Part 163 (21 CFR Part 
163)); sodium carbonate in canned 
vegetables (Part 155), and cacao prod¬ 
ucts (Part 163); and potassium bicar¬ 
bonate and potassium carbonate in 
cacao products (Part 163). 

Sodium bicarbonate is cleared by the 
Meat Inspection Division (MID) of the 
United States Department of Agricul¬ 
ture, to separate fatty acids and glyc¬ 
erol in rendered fats, and for use as a 
cooling and retort water treatment 
agent for prevention of staining exte¬ 
rior surfaces of food cans. Sodium car¬ 
bonate is cleared by MID to refine ren¬ 
dered fats, to denude mucous mem¬ 
branes from tripe, and as a cooling and 
retort water treatment agent for pre¬ 
vention of staining exterior surfaces of 
food cans. The Bureau of Alcohol, To¬ 
bacco. and Firearms has cleared cal¬ 
cium carbonate and sodium carbonate 
under §240.1051 (27 CFR 240.1051) to 
reduce excess natural acids in wine. 
Potassium carbonate and sodium car¬ 
bonate are regulated as food additives 
in § 173.310 (21 CFR 173.310) as com¬ 
ponents of boiler water additives. Cal¬ 
cium carbonate is also regulated as a 
food additive in § 175.300 (21 CFR 
175.300) for use in resinous and poly¬ 
meric coatings, and in § 177.1600 (21 
CFR 177.1600) for use in polyethylene 
resins, carboxyl modified. 

A representative cross-section of 
food manufacturers was surveyed to 
determine the specific foods in which 
carbonates and bicarbonates have 
been used and the levels of usage. In¬ 
formation from surveys of consumer 
consumption was obtained and com¬ 
bined with the manufacturing infor¬ 
mation to obtain an estimate of con¬ 
sumer exposure to these ingredients. 
The total amounts of these ingredi¬ 
ents used by the United States food in¬ 
dustry in 1970 were 33 million pounds 
of calcium carbonate, 37,000 pounds of 
potassium bicarbonate, 4 million 
pounds of potassium carbonate, 95 
million pounds of sodium bicarbonate 


and 35 million pounds of sodium car¬ 
bonate. No food-use data were report¬ 
ed for sodium sesquicarbonate in these 
surveys. From industry sources, how¬ 
ever, it was reported that 712,000 
pounds of sodium sesquicarbonate 
were sold in 1970. The total amount of 
carbonates and bicarbonates (includ¬ 
ing ammonium bicarbonate and am¬ 
monium carbonate) used in food in 
1970 is more than double that used in 
1960. 

The carbonates and bicarbonates 
have been the subject of a search of 
the scientific literature from 1920 to 
the present. The criteria used in the 
search were chosen to discover any ar¬ 
ticles that considered: (1) chemical 
toxicity; (2) occupational hazards; (3) 
metabolism; (4) reaction products; (5) 
degradation products; (6) any reported 
carcinogenicity, teratogenicity, or mu¬ 
tagenicity; (7) dose response; (8) repro¬ 
ductive effects; (9) histology; (10) em¬ 
bryology; (11) behavioral effects; (12) 
detection; and (13) processing. A total 
of 874 abstracts on carbonates was re¬ 
viewed and 70 particularly pertinent 
reports from the literature survey 
have been summarized in a scientific 
literature review. 

The scientific literature review 
shows, among other studies, the fol¬ 
lowing information as summarized in 
the report of the Select Committee on 
GRAS Substances (the Select Commit¬ 
tee), selected by the Life Sciences Re¬ 
search Offices of the Federation of 
American Societies for Experimental 
Biology: 

The biochemical role of the bicarbonate 
salts has been studied for over 50 years. In¬ 
vestigations using radioisotope procedures 
have educed extensive information concern¬ 
ing their absorption, metabolism, excretion, 
and control of acid-base balance of the 
body. The Select Committee has found few 
reports of experiments expressly designed 
to determine the oral toxicity, mutagenicity, 
teratogenicity or carcinogenicity of the var¬ 
ious carbonate compounds. Knowledge of 
specific toxic levels and the effects of long¬ 
term feeding on various species of animals is 
lacking. 

Orally administered to an unstated 
number of rats, potassium carbonate had an 
LD* of 1.87 g per kg. Potassium bicarbonate 
caused an 80 percent increase in intercalat¬ 
ed cells of the collecting tubules of the kid¬ 
neys of rats 4.5 hours after intubation of 
345 mg. 

Ten chicks fed potassium bicarbonate as a 
3 percent supplement to a basal diet for up 
to four weeks showed no signs of Illness, al¬ 
though two chicks developed white liver 
nodules. In other animal studies. 11 lambs 
fed a concentrated ration supplemented by 
2 percent of 1:1 mixture of sodium and po¬ 
tassium bicarbonate for 59 days showed an 
increase in weight gain, feed consumption 
and feed efficiency. 

Potassium carbonate in in vitro microbial 
assays was not mutagenic in assays with 
Saccharomyces cerevisiae, strain D4 and 
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Salmonella typhimurlum, strains TA-1535, 
TA-137, and TA-1538. Tissue homogenates 
for plate and suspension activation assays 
were prepared from liver, lungs and testes 
of mice, rats and monkeys. 

Teratologic evaluation of potassium car¬ 
bonate was performed in mice and rats. The 
administration of up to 290 mg per kg to 
pregnant mice and up to 180 mg per kg to 
pregnant rats for 10 consecutive days (day 6 
through day 15 of gestation) had no clearly 
discernible effect on nidation or on mater¬ 
nal or fetal survival. The number of abnor¬ 
malities seen in either soft or skeletal tis¬ 
sues of the test group did not differ from 
the number occurring spontaneously in the 
shamtreated controls. 

The acute oral toxicity of sodium bicar¬ 
bonate was studied in Intubated Wistar SPP 
rats weighing 100 to 150 g: LO M levels re¬ 
ported were 8.9 g per kg in fed rats, 7.57 g 
per kg in fasted rats on wire floored cages, 
and 8.46 g per kg in fasted rats bedded on 
wood shavings. Dose volume was influential: 
the LD m was 8.39 g per kg in fed rats receiv¬ 
ing 20 to 25 ml per kg, compared to 5.85 g 
per kg in fed rats receiving 32 ml per kg. In 
another study using 200 g rats, the LD M 
levels observed at 20 ml per kg and 50 ml 
per kg were 5.5±0.6 g per kg and 4.85±0.3 g 
per kg, respectively. Intubation of 290 to 493 
mg of sodium bicarbonate caused an 80 per¬ 
cent increase in intercalated cells of the col¬ 
lecting tubules of the kidneys of rats. 

The intraperitoneal injection of 18 Ci of 
sodium [ ,4 C1 bicarbonate into CFW mice 
was followed by assays (after 24 and 48 
hours and 1,2,4, and 12 weeks) of blood, 
spleen, liver, kidneys, lungs, brain, jejunum, 
muscle, skin, hair, and long bones. More 
than 90 percent of the total radioactivity in¬ 
jected was lost via the respiratory route in 
one hour. At 24 hours, most of the radioac¬ 
tivity in the blood was in noncarbonate 
form. Specific activity in long bones paral¬ 
leled that in the blood for up to 12 weeks. 
The radioactivity of the compound injected 
into a pregnant mouse was fixed in the fetal 
tissues more rapidly than in the maternal 
tissues. Variable and transient responses in 
erythrocyte counts and hemoglobin levels in 
mice to orally administered sodium bicar¬ 
bonate were reported. 

Rapid absorption was demonstrated in 
rats after intraperitoneal injection of less 
than one mg sodium I U C3 bicarbonate. Ex¬ 
pired radioactivity reached a maximum spe¬ 
cific activity within 4 to 10 minutes, and by 
13 to 16 minutes the specific activity was re¬ 
duced by half. In a further study, rats were 
fasted for 24 hours and given lactate by 
stomach tube, followed by five Intraperiton¬ 
eal injections of sodium [ n C] bicarbonate 
made at 30 minute intervals. The animals 
were sacrifices one-half hour later and 
about 60 percent of the label was accounted 
for. The livers were removed and the glyco¬ 
gen extracted; 0.3 to 1.1 percent of the ad¬ 
ministered carbon-11 was present in the gly¬ 
cogen. Urine contained 1.3 percent of the 
dose and over 50 percent of the dose was ac¬ 
counted for by respiratory [“Cl carbon 
dioxide. The authors calculated that one 
out of eight carbon atoms present in the 
glycogen was derived from the bicarbonate 
carbon. Sodium bicarbonate has been re¬ 
ported to affect citrate metabolism in the 
kidneys or rats. An intraperitoneal injection 
of 672 mg per kg into four male rats caused 
a threefold rise in tissue citrate levels of the 
kidney and a smaller but significant rise in 
the citrate levels in the liver. 

In man, at plasma bicarbonate levels 
below 24 mM, virtually all bicarbonate en¬ 


tering the renal tubules is reabsorbed. 
Above this level the excess bicarbonate is 
excreted. Oral administration of sodium bi¬ 
carbonate at one g per kg as a single dose in¬ 
creased sodium excretion and decreased 
blood chloride concentration and urine chlo¬ 
ride excretion. These studies demonstrate 
that the carbonate and bicarbonate ions 
enter and are constrituents of the normal 
metabolic pathways of man. 

As reported in a preliminary paper, two 
groups of 22 two-week-old chicks were given 
water containing 0.6 and 1.2 percent sodium 
bicarbonate for varying periods of time. 
Those fed the 1.2 percent level developed le¬ 
sions of gout (kidneys damaged by accumu¬ 
lation of urate crystals with accumulation 
of water in these organs and other parts of 
the viscera) as early as the first day. The 
kidneys of chicks administered 0.6 percent 
sodium bicarbonate become pale on the first 
day but did not develop lesions of gout. An 
autopsy showed that all chicks, fed the 
higher level of bicarbonate developed urate 
crystales in their kidneys by the third or 
fourth days. Mature cockerels were not in¬ 
jured by feeding the 1.2 percent solution, 
but 2.4 percent caused clinical signs of gout 
and death within five days. The Investiga¬ 
tors inferred that age and severity of lesions 
were inversely correlated. In another study 
of poultry, three two-week-old ducklings re¬ 
ceived 2 percent sodium bicarbonate in their 
drinking water and died within 3 days; 
kidney damage was reported. 

Intravenous administration of sodium bi¬ 
carbonate over 7 days for an average total 
dose of 3.7 g per kg produced no pathologi¬ 
cal changes in any of 28 rats. The total dose 
was given in one to seven daily injections, 
the average being 3.7 injections. The same 
investigators reported no pathological 
kidney changes in nine rabbits receiving 2.3 
g per kg of sodium bicarbonate intravenous¬ 
ly or in four rabbits receiving 6.4 g per kg 
subcutaneously over a one-week period. 

Additional effects on metabolism have 
been reported in rats and guinea pigs. Intu¬ 
bation of 0.2 to 0.5 g of sodium bicarbonate 
decreased the amount of liver glycogen in 
fasted rats within 3 hours. When fed in the 
diet, it Induced increased excretion of fi-hy- 
droxybutyric acid and lactic acid in the 
urine of rats. In the guinea pig, sodium bi¬ 
carbonate fed for 15 days at a level of 400 
mg per kg with ascorbic acid resulted in an 
increased concentration of ascorbic acid in 
the adrenals and livers as compared to con¬ 
trols fed ascorbic acid. These observations 
were apparently not associated with patho¬ 
logic changes. 

The effect of sodium bicarbonate upon 
gastric secretion was studied in fire dogs. In¬ 
tubation of 75 to 100 mg sodium bicarbonate 
per kg three times daily increased gastric se¬ 
cretory activity a short time after a meal; 
later the secretory volume decreased. In a 
19 kg dog intravenous Injection of 27.4 to 
42.5 g of sodium bicarbonate induced alkalo¬ 
sis and caused a decrease in serum calcium, 
chloride and phosphorus but with a large 
increase in total base, sodium, and blood bi¬ 
carbonate. Intravenous addition of sodium 
chloride did not alter the severity of the al¬ 
kalosis, and the sodium and total base 
values were further elevated. 

Potassium was retained and ammonia for¬ 
mation decreased in a 25-year-old man who 
consumed 8.4 g sodium bicarbonate dally 
(122 mg per kg) for six days. Six adult 
humans ingested 120 mg per kg of sodium 
bicarbonate daily for five days. Urine cal¬ 
cium decreased significantly for all six sub¬ 


jects when compared to that of a similar 
control diet period. 

Thirty-three patients with gastric or 
peptic ulcers were treated via gastric tube 
with sodium bicarbonate in daily doses of up 
to 100 g at a constant rate for three weeks. 
All developed alkalosis as plasma carbon 
dioxide content rose. Inulin and endogenous 
creatinine clearances indicated no impair¬ 
ment of renal function. The glomerular fil¬ 
tration rate increased during treatment, but 
it tended to drop to subnormal and recover 
to normal levels when therapy stopped. No 
renal damage was observed. Large amounts 
of sodium were apparently retained in an 
expanded extracellular space. Oral adminis¬ 
tration of large doses (840 mg per kg per 
day) to an infant for 8 days also caused 
sodium retention. One 23-year-old patient 
(54 kg) received a total dose of 3.2 kg 
sodium bicarbonate over a period of 20 
months for treatment of duodenal ulcer, 
without marked difference in acid-base bal¬ 
ance or decrease in urea clearance and with 
no change in red and white blood cell counts 
or hemoglobin values. 

The effect of oral and intravenous admin¬ 
istration of sodium bicarbonate to dogs was 
studied. One kidney was surgically removed 
from each dog for comparison of pre- and 
post-treatment morphology. Nine dogs re¬ 
ceived gradually Increased doses from 5 to 
60 g sodium bicarbonate (up to 10 g per kg) 
per day. Five of these dogs received oral 
doses for 30 to 114 days. The remaining four 
dogs received oral doses of sodium bicarbon¬ 
ate daily and intravenous injection each 
week for a period of 125 to 261 days. Two 
dogs In the oral dose group survived; the 
rest died in acute alkalosis. Renal lesions of 
toxicity were hyperemia, edema and protein 
precipitation in the tubules. The dogs re¬ 
ceiving the intravenous supplement had the 
greatest renal damage. 

In humans, sodium bicarbonate temporar¬ 
ily decreases protease and amylase activity 
when introduced directly into the jejunum 
in isotonic solution. Cardiac and respiratory 
rate increases associated with hard exercise 
were more pronounced under the Influence 
of sodium bicarbonate fed to adult men as a 
single dose (100 mg per kg). Marked diuresis 
occurred during fatigue. Decreased plasma 
levels and decreased excretion of ascorbic 
acid in the urine were observed during a 
two-week study when 15 g of sodium bicar¬ 
bonate was fed daily to two female subjects 
on a diet containing 67 mg of ascorbic acid. 
Drug interactions reported included an in¬ 
creased obsorption rate of sulfadiazine 
when taken with sodium bicarbonate on an 
empty stomach but sodium bicarbonate ap¬ 
parently delayed absorption of sulfadiazine 
if given after a meal. 

Sodium bicarbonate was not mutagenic in 
in vitro assays with Salmonella or Sacchar- 
omyces. Sodium bicarbonate and sodium 
carbonate were not teratogenic in mice or 
rats. Sodium carbonate was neither toxic 
nor teratogenic in the chick embryo at 
levels up to 200 mg per kg. 

Studies of metabolism and excretion have 
included intraperitoneal implantation of 0- 
.40 mCi of calcium t u C] carbonate as a 
pellet in a male rat. About 72 percent of the 
radioactivity was excreted as respiratory 
carbon dioxide between 2 and 142 hours 
after implantation (most after 69 hours). 
About 30 percent of the dose was recovered 
in unabsorbed pellet. Urinary radioactivity 
accounted for 0.27 percent and fecal radio¬ 
activity for about 0.07 percent of the dose; 1 
percent of the absorbed dose was retained 
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by the tissues. Significant amounts of radio¬ 
activity were incorporated into the inorgan¬ 
ic fraction of bone and into bone protein, 
dentin and enamel, as well as in fatty acids, 
glycerol, hemin, red cell protein, plasma 
protein, liver and muscle glycogen, muscle 
protein and the proteins of the testes, tho¬ 
racic and abdominal viscera; in the kidney, 
the highest concentration was in the cortex. 
The same investigators distributed the com¬ 
pound over the peritoneal viscera of a male 
rat and collected exhaled air. The largest 
amount of radioactivity in respiratory 
carbon dioxide was present on the 7th and 
8th days; none was detected on the 22nd 
day. 

Calcium [ U C1 carbonate injected into a 
rat produced a higher specific activity in the 
saturated fatty acids than in the unsaturat¬ 
ed fatty acids. Similar results were obtained 
with sodium [ ,4 C] carbonate. The carbon-14 
content of the carboxyl carbon atoms was 
twice as high as the average for all fatty 
acid carbon atoms. Five rats were fed [**C] 
calcium carbonate for three days at 3 g per 
kg of feed (0.3 g per kg body weight). All 
rats remained healthy; calcium-45 was de¬ 
posited in the femur, demonstrating the 
availability of calcium in the carbonate 
form. 

In humans it has been reported that cal¬ 
cium carbonate taken orally in single doses 
from 16 to 200 mg per kg caused a transient 
rise in blood serum calcium. After 40 g (0.66 
g per kg) calcium carbonate was fed daily 
for 4 days to three adult humans with 
peptic ulcers, a large reduction of urinary 
potassium was observed. 

Addition of calcium carbonate to the basal 
diet at levels of 1 and 3 percent resulted in 
lower tissue iron values in anemic rats; this 
was interpreted as a disturbance in the 
normal concentration of inorganic ions in 
the principal absorptive portions of the di¬ 
gestive tract. Other investigators have 
shown that low intake of calcium and a high 
intake of phosphorus can cause impaired 
iron utilization with anemia. Under some 
circumstances either calcium salts or phos¬ 
phate salts may improve iron absorption, 
while an exdess of either may inhibit iron 
absorption. Calcium carbonate at 7.26 g per 
pound of flour in an 80 percent bread diet 
for 10 weeks in anemic rats (about 0.3 g 
CaCO, daily per kg body weight) decreased 
food consumption and decreased weight 
gain. Even though the treated diet con¬ 
tained supplemental iron, the iron content 
of the liver decreased and hemoglobin re¬ 
generation was retarded; heart weights in¬ 
creased. It was postulated that the calcium 
saturated the alimentary mucosal cells, pre¬ 
senting a block to the absorption of iron. 
The calcium:phosphorus ratio of the experi¬ 
mental diet was about 5;1. 

Feeding a cariogenic ration consisting 
largely of coarsely ground com supplement¬ 
ed with 3 percent calcium carbonate and 2 
to 4 I.U. vitamin D for about four months to 
three groups of weanling rats resulted in 
marked reduction of weight gain but had no 
effect on dental caries incidence. 

In humans, the oral administration of cal¬ 
cium carbonate to 28 peptic ulcer patients 
at a level of 500 mg per kg per day, divided 
into hourly doses during waking hours for 
three weeks, resulted in six patients devel¬ 
oping hypercalcemia (five within 72 hours) 
with nausea, vomiting, anorexia, weakness, 
lethargy, headache, and dizziness. Blood 
urea nitrogen values increased significantly. 


After withdrawal of calcium carbonate the 
serum calcium values returned to normal. 

Calcium retention increased 86.3 percent, 
and urinary calcium output also increased, 
when a basal diet providing 1 g calcium 
daily was supplemented with 2.5 g calcium 
carbonate and fed to 10 men for 10 days. 
This provided calcium carbonate at 40 mg 
per kg and a daily calcium intake of 2 g. 

Female Swiss mice were bred after one 
week on diets which were supplemented by 
0.5, 1.0, and 2.0 percent of calcium carbon¬ 
ate. First and second litters were studied. 
The highest levels of calcium carbonate 
gave a calcium carbonate intake of about 3 g 
per kg body weight and a 
calcium.phosphorus ratio of 2.3:1. This diet 
significantly lowered the number and total 
weight of the weanling mice and increased 
the number and proportion of deaths as 
compared to a control diet. The control diet 
provided 0.34 percent calcium and a 
calcium:phosphorus ratio of 0.70:1. The diet 
having the highest calcium content caused 
hypertrophy of the heart and a tendency 
toward decrease in thymus weight in the 
weanling rats. These changes were prevent¬ 
ed by supplementing the maternal diets 
with iron. It has been pointed out in an¬ 
other report by the Select Committee that 
an excess of dietary calcium may precipitate 
a deficiency of zinc and perhaps certain 
other trace Inorganic elements. 

No specific biological information on 
sodium sesquicarbonate is available to the 
Select Committee. 

All of the available safety informa¬ 
tion on bicarbonates and carbonates 
has been carefully evaluated by quali¬ 
fied scientists of the Select Commit¬ 
tee. It is the opinion of the Select 
Committee that: 

• • • [It] is not aware of any long-term 
experimental studies on chronic administra¬ 
tion of any of the carbonate salts. The re¬ 
sults of acute toxicity and short-term feed¬ 
ing experiments are not readily extrapolat¬ 
ed in determining toxic levels for carbonate 
salts consumed by humans. Treatment of 
gastric or peptic ulcers in patients with 
large amounts of carbonate salts in various 
forms has been utilized for many years and 
only rarely have deleterious results of 
changes of acid-base balance been reported. 
When the human respiratory and renal 
functions Eire normal, the mechanisms for 


'Price subject to change. 

This proposed action does not affect 
the present use of bicarbonate and 
carbonate salts for pet food. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 201(s), 


disposing of bicarbonate Intake in large 
amounts through excretion appear to be 
highly efficient. 

Studies of mice suggest that large intakes 
of calcium carbonate may interfere with re¬ 
productive performance. Such effects could 
be Indirectly attributable to certain trace 
nutrient deficiencies. Comparable Intake 
levels of calcium may occur when calcium 
carbonate is used for therapeutic purposes 
but the amounts added to foods in normal 
manufacturing processes are not high 
enough to be harmful. While the Select 
Committee is not aware of any studies on 
sodium sesquicarbonate per se, reasoned 
judgment suggests its biochemical conver¬ 
sion and metabolism would be similar to 
that of sodium carbonate and bicarbonate. 

The Select Committee concludes 
that there is no evidence in the availa¬ 
ble information on calcium carbonate, 
potassium carbonate, potassium bicar¬ 
bonate, sodium carbonate, sodium bi¬ 
carbonate, or sodium sesquicarbonate 
that demonstrates or suggests reason¬ 
able grounds to suspect a hazard to 
the public when used at levels that are 
now current or that might reasonably 
be expected in the future. Based upon 
his own evaluation of available infor¬ 
mation on these carbonates and bicar¬ 
bonates, the Commissioner concurs 
with this conclusion. The Commission¬ 
er therefore maintains that no change 
in the current GRAS status of these 
ingredients is justified. Ammonium bi¬ 
carbonate, ammonium carbonate, and 
magnesium carbonate will be consid¬ 
ered in other proposals on ammonium 
and magnesium salts, respectively. 

Copies of the scientific literature 
review on the carbonates, mutagenic 
evaluations of potassium carbonate 
and sodium bicarbonate, teratogenic 
evaluations of potassium carbonate, 
sodium bicarbonate, and sodium car¬ 
bonate, and the report of the Select 
Committee are available for review at 
the office of the Hearing Clerk (HFC- 
20), Food and Drug Administration, 
Rm. 4-65, 5600 Fishers Lane, Rock¬ 
ville, Md. 20857, and may be purchased 
from the National Technical Informa¬ 
tion Service, 5285 Port Royal Road, 
Springfield, Va. 22161, as follows: 


409, 701(a), 52 Stat. 1055, 72 Stat. 
1784-1788 as amended (21 U.S.C. 
321(s), 348, 371(a))) and under authori¬ 
ty delegated to him (21 CFR 5.1), the 
Commissioner proposes to amend 
Parts 182,184, and 186 as follows: 


TiUe 

Ordering No. 

Price code 

Price » 

Carbonates (scientific literature review..... 

PB-221-231.. 

A07 

$7.25 

Potassium carbonate (mutagenic evaluation).. 

PB-245-501/AS. 

A03 

4.50 

Sodium bicarbonate (mutagenic evaluation).................... 

PB-245-436/AS.. 

A03 

4.50 

Potassium carbonate (teratogenic evaluation). 

PB-245-522/AS.. 

A03 

4.50 

Sodium bicarbonate (teratogenic evaluation)..... 

PB-234-871/AS... 

A03 

4.50 

Sodium carbonate (teratogenic evaluation)...— 

PB-234-868/AS. 

A03 

4.50 

Carbonates and bicarbonates (Select Committee 
report). 

PB-254-535/AS. 

A03 

4.50 
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PART 182—SUBSTANCES GENERALLY 
RECOGNIZED AS SAFE 

§ 182.70 [Amended] 

1. In § 182.70 Substances migrating 
from cotton and cotton fabrics used in 
dry food packaging by deleting the en¬ 
tries for “Sodium bicarbonate” and 
“Sodium carbonate.” 

§ 182.90 [Amended] 

2. In § 182.90 Substances migrating 
to food from paper and paperboard 
products by deleting the entry for 
“Sodium carbonate.” 

§§ 182.1191, 182.1613, 182.1619, 182.1736, 
182.1742, 182.1792, and 182.5191 [Deleted] 

3. By deleting § 182.1191 Calcium 

carbonate, § 182.1613 Potassium bi¬ 
carbonate, § 182.1619 Potassium car¬ 
bonate, § 182.1736 Sodium bicarbon¬ 
ate, § 182.1742 Sodium carbonate, 

§ 182.1792 Sodium sesquicarbonate, 
§ 182.5191 Calcium carbonate. 


PART 184—DIRECT FOOD SUBSTANCES AF¬ 
FIRMED AS GENERALLY RECOGNIZED AS 

SAFE 

4. In Part 184 by adding new 
§§ 184.1191, 184.1613, 184.1619, 

184.1763, 184.1742, and 184.1792 to 
read as follows: 

§ 184.1191 Calcium carbonate. 

(a) Calcium carbonate <CaCO s , CAS 
Reg. No. 471-34-1) is prepared by 
three common methods of manufac¬ 
ture: 

(1) As a byproduct in the “Lime soda 
process”; 

(2) By replacement of carbon dioxide 
in the “Carbonation process”; or 

(3) By precipitation of calcium car¬ 
bonate from calcium chloride in the 
“Calcium chloride process.” 

(b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 
2d Ed (1972), as amended by the first 
supplement. 1 

(c) The ingredient is used in food as 
an anticaking and free-flow agent as 
defined in § 170.3(o)(l) of this chapter, 
dough strengthener as defined in 
§ 170.3(o)(6) of this chapter, firming 
agent as defined in § 170.3(o)<10> of 
this chapter, formulation aid as de¬ 
fined in § 170.3<o)(14) of this chapter, 
leavening agent as defined in 
§ 170.3(o)(17) of this chapter, lubricant 
and release agent as defined in 
§ 170.3(o)(18) of this chapter, nutrient 
supplement as defined in § 170.3(o)(20) 
of this chapter, pH control agent as 
defined in § 170.3(o)(23) of this chap¬ 
ter, processing aid as defined in 
§ 170.3(0X24) of this chapter, stabilizer 
and thickener as defined in 
§ 170.3(0X28) of this chapter, and syn¬ 


1 Copies may be obtained from: National 
Academy of Sciences, 2101 Constitution 
Avenue NW.. Washington, D.C. 20037. 


ergist as defined in § 170.3(0X31) of 
this chapter. 

(d) The ingredient is used in food 
and infant formulas, in accordance 
with § 184.1(b)(1), at levels not to 
exceed good manufacturing practice. 
Current good manufacturing practice 
results in a maximum level, as served, 
of 0.5 percent in baked goods as de¬ 
fined in §170.3(n)(l) of this chapter, 
0.02 percent in nonalcoholic beverages 
as defined in § 170.3(n)(3) of this chap¬ 
ter, 1.3 percent in breakfast cereals as 
defined in § 170.3(n)(4) of this chapter, 
14 percent in chewing gum as defined 
in § 170.3(n)(6) of this chapter. 7.5 per¬ 
cent in confections and frostings as de¬ 
fined in §170.3(n)<9) of this chapter, 
0.9 percent in gelatins, puddings, and 
fillings as defined in § 170.3(n)(22) of 
this chapter, 1.2 percent in reconsti¬ 
tuted vegetables as defined in 
§ 170.3(n)(33) of this chapter, 1.4 per¬ 
cent in soft candy as defined in 
§ 170.3(n)(38) of this chapter, 2.5 per¬ 
cent in sweet sauces, toppings, and 
syrups as defined in § 170.3(n)(43) of 
this chapter, 1.4 percent in infant for¬ 
mulas, and 0.3 percent or less in all 
other food categories. 

§ 184.1613 Potassium bicarbonate. 

(a) Potassium bicarbonate (KHCO s , 
CAS Reg. No. 298-14-6) is made by 
treating a solution of potassium car¬ 
bonate with carbon dioxide. 

(b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 
2d Ed. (1972). 1 

(c) The ingredient is used as a for¬ 
mulation aid as defined in 
§ 170.3(0X14) of this chapter, nutrient 
supplement as defined in § 170.3(o)(20) 
of this chapter, pH control agent as 
defined in § 170.3(o)(23) of this chap¬ 
ter, and processing aid as defined in 
§ 170.3(oX24) of this chapter. 

(d) The ingredient is used in food 
and infant formulas, in accordance 
with § 184.1(b)(1) at levels not to 
exceed good manufacturing practice. 
Current good manufacturing practice 
results in a maximum level, as served, 
of 3 percent in confections and frost- 
ings as defined in § 170.3(n)(9) of this 
chapter, and 0.02 percent in infant for¬ 
mulas. 

§ 184.1619 Potassium carbonate. 

(a) Potassium carbonate (K 2 CO,, 
CAS Reg. No. 584-08-7) is produced by 
the electrolysis of potassium chloride 
followed by exposing the resultant po¬ 
tassium to carbon dioxide. 

(b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 
2d Ed. (1972). 1 

(c) The ingredient is used in food as 
a flavoring agent and adjuvant as de¬ 
fined in §170.3(o)(12) of this chapter, 
nutrient supplement as defined in 
§ 170.3(o)(20) of this chapter, pH con¬ 
trol agent as defined in §170.3(o)(23) 
of this chapter, and processing aid as 


defined in § 170.3(o)(24) of this chap¬ 
ter. 

(d) The ingredient is used in food, in 
accordance with § 184.1(b)(1), at levels 
not to exceed good manufacturing 
practice. Current good manufacturing 
practice results in a maximum level, as 
served, of 0.5 percent in baked goods 
as defined in § 170.3(n)(l) of this chap¬ 
ter, 0.01 percent in nonalcoholic bever¬ 
ages as defined in § 170.3(n)(3) of this 
chapter, 3 percent in confections and 
frostings as defined in § 170.3(n)(9) of 
this chapter, 0.2 percent in dairy prod¬ 
uct analogs as defined in § 170.3(n)(10) 
of this chapter, and in soft candy as 
defined in § 170.3(n)(38) of this chap¬ 
ter, and 0.09 percent in sweet sauces as 
defined in § 170.3(n)(43) of this chap¬ 
ter. 

§ 184.1736 Sodium bicarbonate. 

(a) Sodium bicarbonate (NaHCO,, 
CAS Reg. No. 144-55-8) is prepared by 
dissolving sodium carbonate and treat¬ 
ing the solution with carbon dioxide. 
As carbon dioxide is absorbed a sus¬ 
pension of sodium bicarbonate forms. 
The slurry is filtered, forming a cake 
which is washed and dried. 

(b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 
2d Ed. (1972). 1 

(c) The ingredient is used in food as 
a curing and pickling agent as defined 
in § 170.3(0X5) of this chapter, dough 
strengthener as defined in § 170.3(o)(6) 
of this chapter, flavor enhancer as de¬ 
fined in §170.3(0X11) of this chapter, 
flavoring agent and adjuvant as de¬ 
fined in § 170.3(0X12) of this chapter, 
leavening agent as defined in 
§170.3(0X17) of this chapter, nutrient 
supplement as defined in § 170.3(o)(20) 
of this chapter, pH control agent as 
defined in §170.3(0X23) of this chap¬ 
ter. processing aid as defined in 
§ 170.3(0X24) of this chapter, propel¬ 
lant and aerating agent as defined in 
§ 170.3(o)(25) of this chapter, stabilizer 
and thickener as defined in 
§ 170.3(0X28) of this chapter, surface- 
active agent as defined in 
§ 170.3(0X29) of this chapter, and tex- 
turizer as defined in § 170.3(o)(32) of 
this chapter. 

(d) The ingredient is used in food 
and infant food, in accordance with 
§ 184.1(b)(1), at levels not to exceed 
good manufacturing practice. Current 
good manufacturing practice results in 
a maximum level, as served, of 6 per¬ 
cent in baked goods as defined in 
§170.3(n)(l) of this chapter, 5.6 per¬ 
cent in nonalcoholic beverages as de¬ 
fined in §170.3(n)(3) of this chapter. 
0.07 percent in dairy product analogs 
as defined in §170.3(nX10) of this 
chapter, 1.3 percent in grain products 
and pastas as defined in § 170.3(n)(23) 
of this chapter. 0.8 percent in hard 
candy and cough drops as defined in 
§ 170.3(n)(25) of this chapter, 2.9 per¬ 
cent in processed fruit and fruit juices 
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as defined in § 170.3(n)(35) of this 
chapter, 1.8 percent in soft candy as 
defined in § 170.3(n)(38) of this chap¬ 
ter, 0.8 percent in infant baked goods, 
0.005 percent in infant formulas, and 
0.6 percent or less in all other food 
categories. 

§ 184.1742 Sodium carbonate. 

(a) Sodium carbonate (Na,CO», CAS 
Reg. No. 487-19-8) is derived either 
from purified trona ore that has been 
calcined to soda ash or from trona ore 
calcined to impure soda ash and then 
purified. Sodium carbonate is also syn¬ 
thesized from limestone by the Solvay 
process. 

(b) The ingredient meets the specifi¬ 
cations of the Pood Chemicals Codex. 
2d Ed. (1972). 1 

(c) The ingredient is used in food as 
an antioxidant as defined in 
§ 170.3(o)(3) of this chapter, curing 
and pickling agent as defined in 
§ 170.3(o)<5) of this chapter, flavoring 
agent and adjuvant as defined in 
§ 170.3(o)(12) of this chapter, pH con¬ 
trol agent as defined in § 170.3(o)(23) 
of this chapter, and processing aid as 
defined in § 170.3(o)(24) of this chap¬ 
ter. 

<d) The ingredient is used in food, in 
accordance with § 184.1(b)(1), at levels 
not to exceed good manufacturing 
practice. Current good manufacturing 
practice results in a maximum level, as 
served, of 0.1 percent in baked goods 
as defined in § 170.3(n)(l) of this chap¬ 
ter, 0.04 percent in nonalcoholic bever¬ 
ages as defined in § 170.3(n)(3) of this 
chapter, 0.4 percent in confections and 
frostings as defined in § 170.3(n)(9) of 
this chapter, 0.2 percent in gelatins, 
puddings, and fillings as defined in 
9 170.3(n)(22) of this chapter, 0.1 per¬ 
cent in processed vegetables and vege¬ 
table juices as defined in § 170.3(n)(36) 
of this chapter, 0.3 percent in sweet 
sauces, toppings, and syrups as defined 
in § 170.3(n)(43) of this chapter, and 
0.05 percent or less in all other food 
categories. 

$ 184.1792 Sodium sesquicarbonate. 

(a) Sodium sesquicarbonate 
(Na,C0,.NaHC0, 2H,0, CAS Reg. No. 
533-96-0) is prepared by partial car- 
bonation of soda ash solution followed 
by crystallization, centrifugation, and 
drying. 

(b) The ingredient meets the specifi¬ 
cations of the Pood Chemicals Codex, 
2d Ed. (1972).* 

(d) The ingredient is used as a pH 
control agent as defined in 
§ 170.3(o)(23) of this chapter. 

(d) The ingredient is used in cream, 
in accordance with § 184.1(b)(1), at 
levels not to exceed good manufactur¬ 
ing practice. Current good manufac¬ 
turing practice utilizes a level of the 
ingredient sufficient to control lactic 
acid prior to pasteurization and churn¬ 
ing of cream into butter. 


PART 186—INDIRECT FOOD SUBSTANCES AF¬ 
FIRMED AS GENERALLY RECOGNIZED AS 

SAFE 

5. In Part 186 by adding new 
§§ 186.1736 and 186.1742 to read as fol¬ 
lows: 

§ 186.1736 Sodium bicarbonate. 

(a) Sodium bicarbonate (NaHCO,, 
CAS Reg. No. 144-55-8) is prepared by 
dissolving sodium carbonate and treat¬ 
ing the solution with carbon dioxide. 
As carbon dioxide is absorbed, a sus¬ 
pension of sodium bicarbonate forms. 
The slurry is filtered, forming a cake 
which is washed and dried. 

(b) The ingredient meets the specifi¬ 
cations of the Food Chemicals Codex, 
2d Ed. (1972). 1 

(c) The ingredient is used as a con¬ 
stituent of cotton and cotton fabrics 
used in dry food packaging materials. 

(d) The ingredient is used at levels 
not to exceed good manufacturing 
practice. 

§ 186.1742 Sodium carbonate. 

(a) Sodium carbonate (NaaCO,, CAS 
Reg. No. 487-19-8) is derived either 
from purified trona ore that has been 
calcined to soda ash or from trona ore 
calcined to impure soda ash and then 
purified. Sodium carbonate is also syn¬ 
thesized from limestone by the Solvay 
process. 

(b) The ingredient meets the specifi¬ 
cations of the Pood Chemicals Codex, 
2d Ed. (1972).* 

(c) The ingredient is used as a con¬ 
stituent of food-packaging materials. 

(d) The ingredient is used at levels 
not to exceed good manufacturing 
practice. 

The Commissioner hereby gives 
notice that he is unaware of any prior 
sanction for the use of these ingredi¬ 
ents in food under conditions different 
from those proposed herein or differ¬ 
ent from that in Part 181. Any person 
who intends to assert or rely on such a 
sanction shall submit proof of its exis¬ 
tence in response to this proposal. The 
regulation proposed above will consi- 
tute a determination that excluded 
uses would result in adulteration of 
the food in violation of section 402 of 
the act (21 U.S.C. 342), and the failure 
of any person to come forward with 
proof of such an applicable prior sanc¬ 
tion in response to this proposal con¬ 
stitutes a waiver of the right to assert 
or rely on such sanction at any later 
time. This notice also constitutes a 
proposal to establish a regulation 
under Part 181, incorporating the 
same provisions, in the event that 
such a regulation is determined to be 
appropriate as a result of submission 
of proof of such an applicable prior 
sanction in response to this proposal. 

Interested persons may. on or before 
August 14, 1978, submit to the Hearing 
Clerk (HFC-20), Food and Drug Ad¬ 


ministration, Room 4-65, 5600 Fishers 
Lane. Rockville, Md. 20857, written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear¬ 
ing Clerk docket number found in 
brackets in the heading of this docu¬ 
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday. 

Note.— The Food and Drug Administra¬ 
tion has determined that this proposal will 
not have a major economic impact as de¬ 
fined by Executive Order 11821 (amended 
by Executive Order 11949) and OMB Circu¬ 
lar A-107. 

Dated: May 17.1978. 

William F. Randolph, 
Acting Associate Commissioner 
for Regulatory Affairs. 

Note.— Incorporation by reference was ap¬ 
proved by the Director of the Office of the 
Federal Register on July 10. 1973, and is on 
file in the Federal Register Library. 

CFR Doc. 16253 Filed 6-12-78; 8:45 am] 


[4110-03] 

[21 CFR Parts 314, 429 and 431] 
[Docket No. 78N-0127] 

DEFINITION OF “UNITED STATES” 

Withdrawal of Proposal and Termination of 
Rulemaking Proceeding 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Withdrawal of proposal. 

SUMMARY: The Commissioner of 
Food and Drugs is withdrawing a pro¬ 
posal to define the term “United 
States'* for establishing residency re¬ 
quirements or place of business re¬ 
quirements for authorized agents of 
foreign new drug applicants or manu¬ 
facturers. Upon further consideration 
of the proposal, the Commissioner has 
concluded that rulemaking in this 
matter is not necessary. 

EFFECTIVE DATE: June 13, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

P hilip L. Paquln, Bureau of Drugs 
(HFD-30), Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation. and Welfare, 5600 Fishers 
Lane, Rockville, Md. 20857, 301-443- 
7220. 

SUPPLEMENTARY INFORMATION: 
In the Federal Register of July 18, 
1973 (38 FR 19130), the Commissioner 
issued a proposal to define the term 
“United States." The proposed rule 
would have amended §§310.3 and 
429.40 (21 CFR 310.3 and 429.40) (for¬ 
merly 21 CFR 130.1 and 164.2 respec¬ 
tively, both of which were recodified 
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and published in the Federal Regis¬ 
ter of March 29, 1974 (39 FR 11680). 
It also would have amended §431.1 (21 
CFR 431.1) (formerly 21 CFR 146.2 
prior to recodification published in the 
Federal Register of May 30, 1974 (39 
FR 18922)). 

The proposal was intended to make 
certain that there is a person residing 
or maintaining a place of business in 
the United States who is legally re¬ 
sponsible for ensuring that all of the 
conditions for approval of the new 
drug application (NDA) or antibotic or 
insulin certification are met. The pro¬ 
posal would have dealt with a rather 
unique procedural issue concerning 
whether a new drug application from 
an applicant located in a United States 
territory or possession may be filed 
without being countersigned by an au¬ 
thorized agent who resides or main¬ 
tains a place of business within the 
Unites States. 

The one comment received on the 
proposal expressed the view that the 
net effect of the proposal would be in¬ 
creased certification costs, duplicate 
assays, and additional delays on certi¬ 
fication times. 

Upon further consideration of the 
proposal and the comment, along with 
other information, the Commissioner 
has decided to withdraw the proposal 
and terminate rulemaking in this 
matter. 

The Commissioner concludes that 
rulemaking is not necessary for this 
procedural issue because the Federal 
Food, Drug, and Cosmetic Act is en¬ 
forceable in United States territories 
and possessions. There is no reason to 
require an “authorized domestic 
agent’* on NDA’s filed on behalf of 
firms located in such territories or pos¬ 
sessions. 

Accordingly, the proposal published 
in the Federal Register of July 18, 
1973 is hereby withdrawn. 

This withdrawal is issued under au¬ 
thority of the Federal Food, Drug, and 
Cosmetic Act (sections 505(b), 506(b), 
507(b), 701(a), 52 Stat. 1052-1053, 1055, 
as amended, 55 Stat. 851, 59 Stat. 463, 
as amended; (21 U.S.C. 355(b), 356(b), 
357(b), 371(a))) and under authority 
delegated to the Commissioner (21 
CFR 5.1). 

Dated: June 6, 1978. 

William F. Randolph, 
Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-16067 Filed 6-12-78; 8:45 am] 
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[21 CFR Parts 369, 505, 536, 539, 548J 
[Docket No. 77N-0014] 
BACITRACIN AND BACITRACIN-CONTAINING 
DRUGS 

Updating and Technical Revision* 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Proposed rule. 


SUMMARY: The agency proposes to 
amend the new animal drug regula¬ 
tions by updating certain obsolete sec¬ 
tions and by making certain technical 
changes. Affected are those portions 
of the regulations which provide for 
certification of bacitracin and bacitra¬ 
cin-containing animal drugs. 

DATE: Written comments by August 
14, 1978. 

ADDRESS: Written comments to 
Hearing Clerk (HFC-20), Flood and 
Drug Administration, Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857. 

FOR FURTHER INFORMATION 
CONTACT: 

Patricia N. Cushing, Bureau of Vet¬ 
erinary Medicine (HFV-234). Food 
and Drug Administration. Depart¬ 
ment of Health, Education, and Wel¬ 
fare, 5600 Fishers Lane, Rockville, 
Md. 20857, 301-443-3460. 

SUPPLEMENTARY INFORMATION: 
The antibiotic drug regulations 
(human use) concerning bacitracin 
and bacitracin zinc under Parts 436 
and 448 (21 CFR Parts 436 and 448) 
were amended in the Federal Regis¬ 
ter of May 27. 1977 (42 FR 27228). 
Conforming amendments to certain 
animal drug regulations under Parts 
539 and 548 (21 CFR Parts 539 and 
548) concerning certification of similar 
bacitracin drug products were pub¬ 
lished in the same issue (42 FR 27239). 
However, certain other changes are 
needed to update and revise portions 
of these regulations and of Parts 369, 
505, and 536 (21 CFR Parts 369, 505, 
and 536). These proposed changes in¬ 
volve revocation of sections, deletion 
of obsolete cross references, revision of 
nomenclature, updating, and technical 
changes, as follows: 

Revocation of Sections 
Several sections that provide for cer¬ 
tification of drugs that are not cur¬ 
rently marketed for animal use are 
being proposed for revocation, specifi¬ 
cally §§536.518, 548.110, 548.111, 

548.112c, 548.212, 548.310a, 548.313. 
548.313a, and 548.313b (21 CFR 

536.518, 548.110, 548.111, 548.112c, 

548.212, 548.310a. 548.313. 548.313a, 
and 548.313b). Also proposed for revo¬ 
cation are §§548.113 and 548.310b (21 
CFR 548.113 and 548.310b), discussed 
in the next paragraph. 

Nomenclature and Updating Changes 

a. The name “zinc bacitracin” has 
been revised in the United States 
Pharmacopeia to read “bacitracin 
zinc.” This document would similarly 
revise the nomenclature in the animal 
drug regulations. 

b. The proposed changes would 
make the sections in Part 548 consist¬ 
ent with those for similar bacitracin- 
containing drugs in Part 448, specifi¬ 
cally: 

i. Section 548.113 provides for two 
forms of feed grade bacitracin, only 


one of which is now legally permitted 
and being marketed. Accordingly, this 
document would revoke §548.113 and 
w f ould amend §548.114 to incorporate 
the drug currently being marketed. In 
addition the term “feed-grade zinc ba¬ 
citracin” is changed to read “unre¬ 
fined bacitracin zinc.” 

ii. Section 548.310b provides the re¬ 
quirements for certification for baci¬ 
tracin zinc-containing ointments de¬ 
scribed in §§ 548.314a and 548.314b (21 
CFR 548.314a and 548.314b). Section 
548.310b is proposed to be revoked and 
§§ 548.314a and 548.314b are proposed 
to be amended to include the require¬ 
ments for certification. 

Technical Changes 

In order to update the regulations 
and to reduce the number of cross ref¬ 
erences, this notice proposes that; (1) 
Maximum potency limits be raised 
from 85 percent to 90 percent where 
applicable; (3) tests and methods of 
assays be revised to reference the gen¬ 
eral methods in Part 436 rather than 
other monographs; (4) §539.310 be re¬ 
vised under new §§ 539.310a and 
539.310b to describe bacitracin methy¬ 
lene disalicylate and the solubilized 
form individually; (5) §§548.112b(a)(l) 
and 548.112d(a)(l) be revised by sub¬ 
stituting §539.310a(a)(l) for the refer¬ 
ence to § 539.310(a)(1): and (6) the 
moisture limit be reduced from 1.0 
percent to 0.5 percent for § 548.314a 
Bacitracin zinc-polymyxin B sulfate- 
neomycin sulfate ophthalmic oint¬ 
ment, and § 548.314b Bacitracin zinc- 
polymyxin B sulfate-neomycin sulfate- 
hydrocortisone ophthalmic ointment 

The Commissioner of Food and 
Drugs has reviewed these proposed 
changes and knows of no person ad¬ 
versely affected by their approval. 
However, to provide reasonable oppor¬ 
tunity for the public to be informed of 
his intent and to comment on the pro¬ 
posal, he is providing 60 days after 
date of publication of this proposal for 
submission of comment before publica¬ 
tion of a final order. 

The Commissioner has carefully 
considered the potential environmen¬ 
tal effects of the proposed amend¬ 
ments and, because the proposed 
action would not significantly affect 
the quality of the human environ¬ 
ment, has concluded that an environ¬ 
mental impact statement is not re¬ 
quired. A copy of the Food and Drug 
Administration environmental impact 
assessment is on file with the Hearing 
Clerk (HFC-20), Food and Drug Ad¬ 
ministration. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 512, 
701(a), 52 Stat. 1055, 82 Stat. 343-351 
(21 U.S.C. 360b, 371(a))) and under au¬ 
thority delegated to the Commissioner 
(21 CFR 5.1), it is proposed that Parts 
369, 505, 536, 539, and 548 be amended 
as follows: 
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PART 369—INTERPRETIVE STATEMENTS RE 
WARNINGS ON DRUGS AND DEVICES FOR 
OVER-THE-COUNTER SALE 

§369.21 (Amended] 

1. By amending § 369.21 to delete the 
reference to § 548.313b in the paren¬ 
thetical insert immediately following 
the category “BACITRACIN-CON¬ 
TAINING OINTMENTS.” 


PART 505—INTERPRETIVE STATEMENTS RE 
WARNINGS ON ANIMAL DRUGS FOR OVER- 
THE-COUNTER SALE 

§505.10 [Amended] 

2. In § 505.10: 

a. By amending §505.10 to delete 
completely the following catagories: 
“Bacitracin-containing preparations 
with vasoconstrictor, bacitracin oph¬ 
thalmic (see § 548.310a(a) of this chap¬ 
ter). Warning—Not for injection. Baci¬ 
tracin- (or zinc bacitracin-) neomycin- 
polymyxin power topical (see 
§ 548.313a of this chapter). This drug 
is required to bear the label statement: 
'Not sterile/ ” 

b. By amending §505.10 to delete 

only the parenthetical references to 
§§ 548.110(a), 548.112c(a), and 

548.113(a) from the category entitled: 
“Bacitracin or feed grade bacitracin 
power oral veterinary: bacitracin 
methylene disalicylate and streptomy¬ 
cin sulfate capsules, power, or tablets 
oral veterinary.” 


PART 536—TESTS FOR SPECIFIC ANTIBIOTIC 
DOSAGE FORMS 

§536.518 (Revoked] 

3. By revoking § 536.518 Bacitracin - 
neomycin in oil 

PART 539—BULK ANTIBIOTIC DRUGS SUBJECT 
TO CERTIFICATION 

4. By revising §539.310 and adding 
new §§ 539.310a and 539.310b, to read 
as follows: 

§ 539.310 Bacitracin methylene di&alicy- 
late bulk provisions. 

§ 539.310a Bacitracin methylene disalicy¬ 
late. 

(a) Requirements for certification— 

(1) Standards of identity , strengths 
quality . and purity. The drug is the 
methylene disalicylate salt of a kind of 
bacitracin. It is so purified and dried 
that: 

(1) Its potency is not less than 14 
units of bacitracin per milligram on an 
anhydrous basis. 

(ii) It passes the safety test. 

(iii) Its loss on drying is not more 
than 7 percent. 

(iv) Its pH is not less than 3.5 and 
not more than 5. 

(2) Labeling. Each package shall 
bear on the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark. 


(ii) The number of units of bacitra¬ 
cin per gram, the number of grams of 
bacitracin activity per pound, and the 
weight of the drug in the immediate 
container. 

(iii) An expiration date prescribed 
for the drug as provided in 
§ 432.5(a)(3) of this chapter. 

(iv) The statement “For use only in 
the manufacture of nonsterile animal 
drugs”. 

(3) Requests for certification; sam¬ 
ples. In addition to complying with the 
requirements of §514.50 of this chap¬ 
ter, each such request shall contain: 

(1) Results of tests and assays on the 
batch for potency, safety, loss on 
drying, and pH. 

(ii) Samples required: 5 packages, 
each containing approximately 5 
grams. 

(b) Tests and methods of assay—( 1) 
Potency. Proceed as directed in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Place an 
accurately weighed representative por¬ 
tion of the sample into a high-speed 
glass blender jar. Add 99 milliliters of 
2 percent sodium bicarbonate solution 
(solution 14) and 1 milliliter of poly- 
sorbate 80. Blend for 3 minutes. Allow 
the foam to subside. Remove an ali¬ 
quot of the solution and dilute with 1 
percent potassium phosphate buffer, 
pH 6 (solution 1), to the reference con¬ 
centration of 1 unit of bacitracin per 
milliliter (estimated). At the reference 
concentration, the sample must have 
the same acidity as the standard, 
adding 0.01JV HC1 as needed. 

(2) Safety. Proceed as directed in 
§ 436.33 of this chapter. 

(3) Loss on drying. Proceed as direct¬ 
ed in § 436.200(b) of this chapter. 

(4) pH. Proceed as directed in 
§ 436.202 of this chapter, using a satu¬ 
rated solution (approximately 50 milli¬ 
grams of the sample per milliliter). 

§ 539.310b Soluble bacitracin methylene 
disalicylate. 

(a) Requirements for certification— 
(1) Standards of identity , strength, 
quality , and purity. The drug is the 
methylene disalicylate salt of a kind of 
bacitracin which has been solubilized 
with sodium bicarbonate. It is so puri¬ 
fied and dried that: 

(1) Its potency is not less than 8 
units of bacitracin per milligram on an 
anhydrous basis. 

(ii) It passes the safety test. 

(iii) Its loss on drying is not more 
than 8.5 percent. 

(iv) Its pH is not less than 8 and not 
more than 9.5. 

(2) Labeling. Each package shall 
bear on the outside wrapper or con¬ 
tainer and the immediate container: 

(i) The batch mark. 

(ii) The number of units of bacitra¬ 
cin per gram, the number of grams of 
bacitracin activity per pound, and the 
weight of the drug in the immediate 
container. 


(iii) An expiration date prescribed 
for the drug as provided in 
§ 432.5(a)(3) of this chapter. 

(iv) The statement “For use only in 
the manufacture of nonsterile animal 
drugs”. 

(3) Requests for certification; sam¬ 
ples. In addition to complying with the 
requirements of §514.50 of this chap¬ 
ter, each such request shall contain: 

(1) Results of tests and assays on the 
batch for potency, safety, loss on 
drying, and pH. 

(ii) Samples required: 5 packages, 
each containing approximately 5 
grams. 

(b) Tests and methods of assay— (1) 
Potency. Proceed as directed in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Place an 
accurately weighted representative 
portion of the sample into a high¬ 
speed glass blender jar. Add 99 millili¬ 
ters of 2 percent sodium bicarbonate 
solution (solution 14) and 1 milliliter 
of polysorbate 80. Blend for 3 minutes. 
Allow the foam to subside. Remove an 
aliquot of the solution and dilute with 
1 percent potassium phosphate buffer, 
pH 6 (solution 1) to the reference con¬ 
centration of 1 unit of bacitracin per 
milliliter (estimated). At the reference 
concentration, the sample must have 
the same acidity as the standard, 
adding 0.0 IN HC1 as needed. 

(2) Safety. Proceed as directed in 
§ 436.33 of this chapter. 

(3) Loss on drying. Proceed as direct¬ 
ed in § 436.200(b) of this chapter. 

(4) pH. Proceed as directed in 
§ 436.202 of this chapter, using a solu¬ 
tion containing approximately 25 mil¬ 
ligrams of the sample per milliliter. 


PART 548—CERTIFIABLE PEPTIDE ANTIBIOTIC 
DRUGS FOR ANIMAL USE 

§§ 548.110 and 548.111 (Revoked] 

5. In Part 548: 

a. By revoking §548.110 Bacitracin 
powder and §548.111 Feed grade 
manganese bacitracin powder oral 

b. By revising § 548.112a(a), (b), (c), 
and (c)(1) to read as follows: 

§ 548.112a Bacitracin methylene disalicy¬ 
late soluble powder. 

(a) Requirements for certification — 
(1) Standards of identity, strength, 
quality, and purity. The drug is solu¬ 
ble bacitracin methylene disalicylate 
with suitable and harmless diluents. It 
contains the equivalent of 50 grams of 
bacitracin activity, as defined in 
§ 430.6(a)(2) of this chapter, per 
pound. Its potency is satisfactory if it 
is not less than 90 percent and not 
more than 120 percent of the labeled 
amount of bacitracin. Its loss on 
drying is not more than 8.5 percent. 
Its pH is not less than 8 and not more 
than 9.5. The soluble bacitracin meth¬ 
ylene disalicylate used conforms to the 
standards prescribed by §539.310b(a) 
of this chapter. 
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(2) Labeling. In addition to the re¬ 
quirements of § 510.55 of this chapter 
and paragraph (c) of this section, each 
package shall bear on the outside 
wrapper or container and the immedi¬ 
ate container, the number of units of 
bacitracin per gram, the number of 
grams of bacitracin activity per pound, 
and the weight of the drug in the im¬ 
mediate container. 

(3) Requests for certification; sam¬ 
ples. In addition to complying with the 
requirements of §514.50 of this chap¬ 
ter, each such request shall contain: 

(1) Results of tests and assays on: 

(a) The bacitracin methylene disali¬ 
cylate used in making the batch for 
potency, safety, loss on drying, and 
pH. 

( b ) The batch for potency, loss on 
drying, and pH. 

(ii) Samples required: 

(a) The soluble bacitracin methylene 
disalicylate used in making the batch: 
5 packages, each containing approxi¬ 
mately 5 grams. 

(6) The batch: a minimum of 6 im¬ 
mediate containers, unless each such 
container is packaged to contain more 
than 30 grams, in which case the 
sample shall consist of 30 grams for 
each 5,000 containers in the batch, but 
in no case less than six 30-gram por¬ 
tions. 

(b) Tests and methods of assay— (1) 
Potency. Proceed as directed in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Place an 
accurately weighed representative por¬ 
tion of the sample into a high-speed 
glass blender jar. Add 99 milliliter of 2 
percent sodium bicarbonate solution 
(solution 14) and 1 milliliter of poly- 
sorbate 80. Blend 3 minutes. Allow the 
foam to subside. Remove an aliquot of 
the solution and dilute with 1 percent 
potassium phosphate buffer, pH 6 (so¬ 
lution 1) to the conference concentra¬ 
tion of 1 unit of bacitracin per millili¬ 
ter (eastimated). At the reference con¬ 
centration, the sample must have the 
same acidity as the standard, adding 
0./01N HC1 as needed. 

(2) Loss on drying. Proceed as direct¬ 
ed in § 436.200(b) of this chapter. 

(3) pH. Proceed as directed in 
§ 436.202 of this chapter, using a solu¬ 
tion containing approximately 50 mil¬ 
ligrams of sample per milliliter. 

(c) Conditions of marketing— (1) 
Specifications. The drug conforms to 
the certification requirements of para¬ 
graph (a) of this section. 


§ 548.112b (Amended] 

c. By amending § 548.112b(a)(l) by 
substituting “§ 539.310a(a)(l)" for 
“539.310(a)(1)". 

§§ 548.112c and 548.113 (Revoked] 

d. By revoking § 548.112c Capsules 
bacitracin methylene disalicylate 


streptomycin sulfate oral and § 548.113 
Crude, unrefined, feed grade bacitra¬ 
cin/zinc bacitracin powder oral 

§ 548.112d [Amended] 

e. By amending § 548.112d(a)(l) by 
substituting “§ 539.310a(a)(l)" for 
“§ 539.310(a)(1)". 

f. By revising §548.114 (a), (b), (c). 
and (c)(1) to read as follows: 

§ 549.114 Bacitracin zinc soluble powder. 

(a) Requirements for certification— 

(1) Standards of identity , strength, 
quality, and purity. The drug is a mix¬ 
ture of unrefined bacitracin zinc and 
zinc proteinates with or without one 
or more suitable and harmless di¬ 
luents, flavorings, and colorings. It 
contains the equivalent of not less 
than 5 grams of bacitracin, as defined 
in § 430.6(a)(2) of this chapter, per 
pound. Its potency is satisfactory if it 
is not less than 90 percent and not 
more than 120 percent of the labeled 
amount of bacitracin. Its loss on 
drying is not more than 5 percent. The 
unrefined bacitracin zinc used has a 
potency of not less than 2 units per 
milligram. Its zinc content is not more 
than 2 grams for each gram of bacitra¬ 
cin, and its loss on drying is not more 
than 6 percent. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
paragraph (c) of this section and 
§ 510.55 of this chapter. 

(3) Requests for certification; sam¬ 
ples. In addition to complying with the 
requirements of §514.50 of this chap¬ 
ter, each such request shall contain: 

(i) Results of tests and assays on: 

(а) The unrefined bacitracin zinc 
used in making the batch for potency, 
loss on drying, and zinc content. 

(б) The batch for potency and loss 
on drying. 

(ii) Samples required: 

(a) The unrefined bacitracin zinc 
used in making the batch: 3 packages, 
each consisting of a composite of 6 
portions of approximately 500 milli¬ 
grams, each taken at random from dif¬ 
ferent locations in the batch. 

ib) The batch: a minimum of 6 im¬ 
mediate containers, unless each such 
container is package to contain more 
than 30 grams, in which case the 
sample shall consist of 30 grams for 
each 5,000 containers, but in no case 
less than six 30-gram portions. 

(b) Test and methods of assay—l 1) 
Unrefined bacitracin zinc used in 
making the batch— (i) Potency. Pro¬ 
ceed as directed for bacitracin zinc in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Dissolve 
an accurately weighed sample in suffi¬ 
cient 0.0 IN hydrochloric acid to give a 
bacitracin concentration of 100 units 
per milliliter (estimated). Further 
dilute an aliquot with 1 percent potas¬ 
sium phosphate buffer, pH 6 (solution 
1) to the reference concentration of 


1.0 unit of bacitracin per milliliter (es¬ 
timated). At the reference concentra¬ 
tion, the sample and standard must 
have the same acidity, adding 0.01N 
HC1 as needed. 

(ii) Loss on drying. Proceed as di¬ 
rected in § 436.200(b) of this chapter. 

(iii) Zinc content Proceed as direct¬ 
ed in § 436.312 of this chapter. 

(2) Bacitracin zinc soluble powder— 
(i) Potency. Proceed as directed in 
§ 436.105 of this chapter, preparing the 
sample for assay as follows: Dissolve 
an accurately weighed sample in suffi¬ 
cient 0.0IN hydrochloric acid to give a 
bacitracin concentration of 100 units 
per milliliter (estimated). Further 
dilute an aliquot with solution 1 to the 
reference concentration of 1 unit of 
bacitracin per milliliter (estimated). At 
the reference concentration, the 
sample and standard must have the 
same acidity, adding 0.01N HC1 as 
needed. 

(ii) Loss on drying. Proceed as di¬ 
rected in § 436.200(b) of this chapter. 

(c) Conditions of marketing—(l) 
Specifications. The drug contains 50 
grams of bacitracin activity per pound, 
and conforms to the certification re¬ 
quirements of paragraph (a) of this 
section. 


• • * • • 
Subpart 6—[Reserved] 

§548.212 (Revoked] 

g. By revoking the heading of Sub¬ 
part B— Implantation or Injectable 
Dosage Forms and reserving it for 
future use; and by revoking §548.212 
Bacitracin methylene disalicylate tab¬ 
lets; bacitracin/zinc bacitracin im¬ 
plantation pellets. 

Subpart C—Ophthalmic and Topical 
Dotage Form* 

§§548.310, 548.310a, and 548.310b [Re¬ 
voked] 

h. By revoking §548.310 Bacitracin 
ophthalmic and topical dosage forms, 
§ 548.310a Bacitracin ophthalmic, 
and §548.310b Bacitracin-polymyxin- 
neomycin ointment 

§§548.313, 548.313a, and 548.313b [Re¬ 
voked] 

i. By revoking § 548.313 Bacitracin/ 
zinc bacitracin ophthalmic and topi¬ 
cal dosage forms, § 548.313a Bacitra¬ 
cin/zinc bacitracin-neomycin-poly¬ 
myxin powder topical and § 548.313b 
Bacitracin/zinc bacitracin ointment 

j. By revising §§548.314 and 548.314a 
to read as follows: 

§548.314 Bacitracin zinc ophthalmic and 
topical dosage forms. 

§ 548.314a Bacitracin zinc-neomycin sul¬ 
fate-polymyxin B sulfate ophthalmic 
ointment. 

(a) Requirements for certification— 
(1) Standards of identity, strength. 


i 
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quality, and purity. The drug contains 
bacitracin zinc, neomycin sulfate, and 
polymyxin B sulfate in a suitable and 
harmless ointment base. Each gram 
contains: 

(1) 500 units of bacitracin, 3.5 milli¬ 
grams of neomycin, and 5,000 units of 
polymyxin B; or 

(ii) 400 units of bacitracin, 3.5 milli¬ 
grams of neomycin, and 5,000 units of 
polymyxin B. 

Its bacitracin zinc content is satisfac¬ 
tory if it is not less than 90 percent 
and not more than 140 percent of the 
labeled amount of bacitracin. Its neo¬ 
mycin sulfate content is satisfactory if 
it is not less than 90 percent and not 
more than 140 percent of the labeled 
amount of neomycin. Its polymyxin B 
sulfate content is satisfactory if it is 
not less than 90 percent and not more 
than 140 percent of the labeled 
amount of polymyxin B. It is sterile. 
Its moisture content is not more than 
0.5 percent. It passes the test for metal 
particles. The bacitracin zinc used con¬ 
forms to the standards prescribed by 
§448.13a(a)(l) of this chapter. The 
neomycin sulfate used conforms to the 
standards prescribed by 

§444.42a(a)(l), except for pyrogens. 
The polymyxin B sulfate used con¬ 
forms to the standards prescribed by 
§ 448.30a(a)(l), except for pyrogens 
and residue on ignition. 

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
paragraph (c) of this section and 
§ 510.55 of this chapter. 

(3) Requests for certification; sam¬ 
ples. In addition to complying with the 
requirements of §514.50 of this chap¬ 
ter, each such request shall contain: 

(i) Results of tests and assays on: 

(a) The bacitracin zinc used in 
making the batch for potency, safety, 
loss on drying, pH, zinc content, and 
identity. 

( b) The neomycin sulfate used in 
making the batch for potency, safety, 
loss on drying, pH, and identity. 

(c) The polymyxin B sulfate used in 
making the batch for potency, safety, 
loss on drying, pH, and identity. 

id) The batch for bacitracin zinc 
content, neomycin content, polymyxin 
B content, sterility, moisture, and 
metal particles. 

(ii) Samples required: 

(a) The bacitracin zinc used in 
making the batch: 10 packages, each 
containing approximately 1.0 gram. 

ib) The neomycin sulfate used in 
making the batch: 10 packages, each 
containing approximately 1.0 gram. 

(c) The polymyxin B sulfate used in 
making the batch: 10 packages, each 
containing approximately 1.0 gram. 

id) The batch: 

11) For all tests except sterility: A 
minimum of 17 immediate containers. 

12) For sterility testing: 20 immedi¬ 
ate containers, collected at regular in¬ 
tervals throughout each filing oper¬ 
ation. 


(b) Tests and methods of assay—(1) 
Potency— (i) Bacitracin zinc content 
Proceed as directed in §436.105 of this 
chapter, preparing the sample for 
assay as follows: Place an accurately 
weighed representative portion of the 
sample into a separatory funnel con¬ 
taining approximately 50 milliliters of 
peroxide-free ether. Shake the sample 
and ether until they are homogeneous. 
Add 20 to 25 milliliters of 0.017V hydro¬ 
chloric acid and shake well. Allow the 
layers to separate. Remove the acid 
layer and repeat the extraction proce¬ 
dure with each of three more 20- to 25- 
milliliter quantities of 0.017V hydro¬ 
chloric acid. Combine the acid extrac¬ 
tives in a suitable volumetric flask and 
dilute to volume with 0.017V hydro¬ 
chloric acid. (If the bacitracin content 
is less than 100 units per milliliter in 
0.017V hydrochloric acid, add sufficient 
additional hydrochloric acid to each 
standard response line concentrations 
so that each standard solution con¬ 
tains the same amount of acid as the 
1.0 unit per milliliter sample solution.) 
Remove an aliquot and further dilute 
with 1 percent potassium phosphate 
buffer, pH 6.0 (solution 1) to the refer¬ 
ence concentration of 1.0 unit of baci¬ 
tracin per milliliter (estimated). 

(ii) Neomycin content Proceed as di¬ 
rected in § 1436.105 of this chapter, 
preparing the sample for assay as fol¬ 
lows: Place an accurately weighed rep¬ 
resentative portion of the sample into 
a separatory funnel containing ap¬ 
proximately 50 milliliters of peroxide- 
free ether. Shake the sample and 
ether until homogeneous. Add 20 to 25 
milliliters of O.OlTif potassium phos¬ 
phate buffer, pH 8.0, (solution 3) and 
shake well. Allow the layers to sepa¬ 
rate. Remove the buffer layer and 
repeat the extraction procedure with 
each of three more 20- to 25-milliliter 
quantities of solution 3. Combine the 
buffer extractives in a suitable volu¬ 
metric flask and dilute to volume with 
solution 3. Remove an aliquot and fur¬ 
ther dilute with solution 3 to the ref¬ 
erence concentration of 1.0 microgram 
of neomycin per milliliter (estimated). 

(iii) Polymxin B content Proceed as 
directed in § 436.105 of this chapter, 
except add to each polymyxin B stand¬ 
ard response line concentration a 
quantity of neomycin to yield the 
same concentration of neomycin as 
that present when the sample is dilut¬ 
ed to contain 10 units of polymyxin B 
per milliliter. Prepare the sample for 
assay as follows: Place an accurately 
weighted representative portion of the 
sample into a separatory funnel con¬ 
taining approximately 50 milliliters of 
peroxide-free ether. Shake the sample 
and ether until homogeneous. Add 20 
to 25 milliliters of 10 percent potas¬ 
sium phosphate buffer, pH 6.0, (solu¬ 
tion 6) and shake well. Allow the 
layers to separate. Remove the buffer 
layer and repeat the extraction proce¬ 


dure with each of three more 20- to 25- 
milliliter quantities of solution 6. Com¬ 
bine the buffer extractives in a suit¬ 
able volumetric flask and dilute with 
solution 6 to the reference concentra¬ 
tion of 10 units of polymyxin B per 
milliliter (estimated). 

(2) Sterility. Proceed as directed in 
§436.20 of this chapter, using the 
method described in paragraph (e)(3) 
of that section. 

(3) Moisture. Proceed as directed in 
§ 436.201 of this chapter. 

(4) Metal particles. Proceed as direct¬ 
ed in § 436.206 of this chapter. 

(c) Conditions of marketing—il) 
Specifications. The drug conforms to 
the certification requirements of para¬ 
graph (a) of this section. 

(2) Sponsor. To firms identified by 
drug listing numbers in § 510.600(c) of 
this chapter, approvals as follows; 

(i) To 000009; for a drug containing 
in each gram 500 units of bacitracin, 
3.5 milligrams of neomycin, and 5,000 
units of polymyxin B. 

(ii) To 025463; for a drug containing 
in each gram 400 units of bacitracin, 
3.5 milligrams of neomycin, and 5,000 
units of polymyxin B. 

(3) Conditions of use. (i) The drug is 
used in the treatment of superficial 
bacterial infections of the eyelid and 
conjunctiva of dogs and cats when due 
to organisms susceptible to the antibi¬ 
otics contained in the ointment. 

(ii) Apply a thin film over the cornea 
3 or 4 times daily. Laboratory tests 
should be conducted including in vitro 
culturing and susceptibility tests on 
samples collected from animals prior 
to treatment with the drug. 

(iii) Federal law restricts this drug to 
use by or on the order of a licensed 
veterinarian. 

k. By revising § 548.314b(a), (b), (c), 
and (c)(1) to read as follows: 

§ 548.314b Bacitracin zinc-neomycin sul¬ 
fate-polymyxin B sulfate-hydrocorti¬ 
sone ophthalmic ointment 

(a) Requirements for certification. 
The requirements for certification for 
the drug are described in § 548.314a(a), 
except that the drug contains, in each 
gram, 400 units of bacitracin zinc, 3.5 
milligrams of neomycin (as neomycin 
sulfate), 5,000 units of polymyxin B 
sulfate, and 10 milligrams of hydro¬ 
cortisone acetate. 

(b) Tests and methods of assay. The 
tests and methods of assay are de¬ 
scribed in § 548.314a(b). 

(c) Conditions of marketing—il) 
Specifications. The drug conforms to 
the certification requirements of para¬ 
graph (a) of this section. 

* « • • • 

Interested persons may, on or before 
August 14. 1978 submit to the Hearing 
Clerk (HFC-20), Food and Drug Ad¬ 
ministration, Room. 4-65, 5600 Fishers 
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Lane. Rockville. Md. 20857. written 
comments regarding this proposal. 
Four copies of all comments shall be 
submitted, except that individuals 
may submit single copies of comments, 
and shall be identified with the Hear¬ 
ing Clerk docket number found in 
brackets in the heading of this docu¬ 
ment. Received comments may be seen 
in the above office between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday. 

Note.— The Food and Drug Administra¬ 
tion has determined that this proposal wUl 
not have a major economic impact as de¬ 
fined by Executive Order 11821 (amended 
by Executive Order 11949) and OMB Circu¬ 
lar A-107. A copy of the economic impact as¬ 
sessment is on file with the Hearing Clerk. 
Food and Drug Administration. 

Dated: June 6. 1978. 

William F. Randolph. 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-16252 Filed 6-12-78; 8:45 am] 


[4310-02] 

DEPARTMENT OF THE INTERIOR 

Bureau of Indian Affairs 
[25 CFR Part 111 

LAW AND ORDER ON INDIAN RESERVATIONS 

Offenses Committed on the Menominee Indian 
Reservation 

MAYv31. 1978. 

AGENCY: Bureau of Indian Affairs. 
Interior. 

ACTION: Proposed rulemaking. 

SUMMARY: This proposed rulemak¬ 
ing would amend the Code of Indian 
Tribal Offenses, by adding several of¬ 
fenses that would be punishable only 
on the Menominee Indian Reserva¬ 
tion. Presently, the Menominee Tribe 
has no approved code of civil law. so 
these regulations are proposed to 
adopt certain State laws and codes and 
county and town ordinances until the 
Tribe enacts its own ordinances. Wis¬ 
consin State law is adopted for traffic 
offenses, liquor violations, resisting or 
obstructing officers, juvenile offenses, 
breaking and entering and the posses¬ 
sion of controlled substances., A provi¬ 
sion of the Wisconsin Administration 
Code requiring a permit before setting 
a fire is also adopted. Menominee 
County ordinances are adopted con¬ 
cerning curfew and keeping of live¬ 
stock. Ordinances of the Town of Men¬ 
ominee are also adopted concerning 
firearms, control of dogs, and garbage 
and rubbish. The amendments also in¬ 
clude a section providing for the extra¬ 
dition of Indians accused of commit¬ 
ting a crime outside the reservation 
unless the Menominee Court of Indian 
Offenses finds there is no probable 
cause to believe the Indian is guilty or 


that the Indian will probably not re¬ 
ceive a fair trial in the State court. 

DATES: Comments must be received 
on or before August 14, 1978. 

ADDRESS: Written comments should 
be directed to: Minneapolis Area Di¬ 
rector, Bureau of Indian Affairs, 831 
Second Avenue, South, Minneapolis, 
Minn. 55402. 

FOR FURTHER INFORMATION 
CONTACT: 

Mr. Elmer T. Nitzchke, Jr., Twin 

Cities Field Solicitor. Department of 

the Interior, 686 Federal Building, 

Fort Snelling, Twin Cities, Minn. 

55111, telephone: 612-725-3540. 

SUPPLEMENTARY INFORMATION: 
The primary authors of this document 
are: Elmer T. Nitzchke, Jr., whose ad¬ 
dress and telephone number are listed 
above, and Steven Felsenthal, former¬ 
ly of Preloznik and Felsenthal (now 
Preloznik and Associates). 122 W. 
Mifflin Street, Madison. Wis. 53703. 
telepnone: 608-256-7711. 

These amendments are proposed 
under the authority contained in 5 
U.S.C. 301 and 25 U.S.C. 2 and delegat¬ 
ed by the Secretary of the Interior to 
the Assistant Secretary for Indian Af¬ 
fairs by 2.30 DM 2. 

It is proposed to amend 25 CFR Part 
11 as follows: 

1. By adding a § 11.50ME to read as 
follows: 

§ 11.50ME Traffic violations. 

Until such time as the Menominee 
Tribe enacts its own traffic code, the 
provisions of the Wisconsin State 
Traffic Laws (chapter 346, Title 32 of 
Wisconsin Statutes) are hereby appli¬ 
cable to the operation of motor vehi¬ 
cles on the Menominee Reservation 
with the exception that any Indian 
found guilty of violating such laws 
shall, in lieu of the penalties provided 
by State law. be sentenced to labor for 
a period not to exceed six (6) months 
and may be deprived of the right to 
operate any motor vehicle for a period 
not to exceed six (6) months. 

2. By adding a § 11.55ME to read as 
follows: 

§11.55ME Liquor violations. 

Until such time as the Menominee 
Tribe enacts its own liquor control or¬ 
dinance, the provisions of the Wiscon¬ 
sin State laws found in Wis. Ann. 
§§ 176.01-176-91 relating to liquor con¬ 
trol. are hereby incorporated by refer¬ 
ence and made applicable to the 
buying, selling, and consumption of al¬ 
coholic beverages on the Menominee 
Reservation, with the exception that 
any Indian found guilty of violating 
such law shall, in lieu of the penalties 
provided by State law, be sentenced to 
labor for a period not to exceed sixty 
(60) days. 


3. By adding a § 11.70ME to read as 
follows: 

§ 11.70ME Resisting or obstructing offi¬ 
cers. 

Until such time as the Menominee 
Tribe enacts its own ordinances deal¬ 
ing with resisting or obstructing an of¬ 
ficer, the provisions of Wisconsin Stat¬ 
utes 946.41 are hereby incorporated by 
reference and made applicable with 
the exception that any Indian found 
guilty of violating the provisions of 
Wisconsin Statutes 946.41(1) shall, in 
lieu of the penalties therein provided, 
be sentenced to labor for a period not 
to exceed sixty (60) days. 

4. By adding §§ 11.88ME-11.98ME to 
read as follows: 

§ 11.88 ME Curfew. 

Until such time as the Menominee 
Tribe enacts its own curfew ordinance, 
the provisions of Menominee County 
Ordinance No. 23A relating to curfew 
are hereby incorporated by reference 
and made applicable with the excep¬ 
tion that any Indian parent or guardi¬ 
an found guilty of violating such law 
shall, in lieu of the penalties provided 
by Menominee County Ordinance No. 
23A be sentenced to labor for a period 
not to exceed five (5) days. 

§ 11.89 M E Firearms. 

Until such time as the Menominee 
Tribe enacts its own firearms ordi¬ 
nance, the provisions of the Town of 
Menominee Ordinance No. 39 relating 
to the use of firearms are hereby in¬ 
corporated by reference and made ap¬ 
plicable within the unincorporated 
Villages of Keshena, Neopit, and Zoar, 
according to the plats thereof and ad¬ 
ditions thereto as recorded with the 
Register of Deeds for Menominee 
County, Wisconsin, with the exception 
that any Indian found guilty of violat¬ 
ing such laws shall, in lieu of the pen¬ 
alties provided by the said ordinance, 
be sentenced to labor for a period not 
to exceed thirty (30) days. 

§ 11.90ME Keeping of livestock. 

Until such time as the Menominee 
Tribe enacts its own ordinances deal¬ 
ing with the keeping of livestock, the 
provisions of Menominee County 
Zoning Ordinance, Article 6. Section 
41, prohibiting the keeping of live¬ 
stock within 200 feet of residential 
property lines are hereby incorporated 
by reference and made applicable with 
the exception that any Indian found 
guilty of violating such law shall, in 
lieu of the penalties provided by the 
Menominee County Zoning Ordinance, 
be sentenced to labor for a period not 
to exceed thirty (30) days. 

§ 11.91 ME Control of dogs. 

Until such time as the Menominee 
Tribe enacts its own ordinances regu- 
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lating the keeping of dogs, the provi¬ 
sions of the Town of Menominee Ordi¬ 
nance No. 1 regulating the licensing 
and control of dogs are hereby incor¬ 
porated by reference and made appli¬ 
cable, with the exception that any 
Indian found guilty of violating such 
law, in lieu of the penalties provided 
by the said ordinance, be fined five 
dollars ($5.00) for the first offense and 
ten dollars ($10.00) for each succeed¬ 
ing offense. 

§11.92ME Forest fire protection. 

Until such time as the Menominee 
Tribe enacts its own ordinances deal¬ 
ing with fire protection, detection, 
control and suppression, the provi¬ 
sions of the Wisconsin Administration 
Code, DNR Section 26.12(5)(a) requir¬ 
ing a written permit issued by Wiscon¬ 
sin Department of Natural Resources 
Fire Warden before any person sets 
any fire except for warming the 
person or cooking food, are hereby in¬ 
corporated by reference and made ap¬ 
plicable to the setting of fires on the 
Menominee Reservation. Any Indian 
found guilty of failing to obtain a 
permit shall be sentenced to labor for 
a period not to exceed thirty (30) days. 

§11.93ME Possession of controlled sub¬ 
stances. 

Until such time as the Menominee 
Tribe enacts its own ordinances deal¬ 
ing with the possession of controlled 
substances, the provisions of Wiscon¬ 
sin Statutes 161.41(3) are hereby in¬ 
corporated by reference and made ap¬ 
plicable with the exception that any 
Indian found guilty of violating such 
law shall, in lieu of the penalties pro¬ 
vided by Wisconsin Statutes 161.41(3), 
be sentenced to labor for a period not 
to exceed thirty (30) days. 

§ 11.94ME Garbage and rubbish. 

Until such time as the Menominee 
Tribe enacts its own ordinances deal¬ 
ing with garbage, rubbish, and inflam¬ 
mable material, the provisions of the 
Town of Menominee Ordinance No. 4 
regulating disposal of garbage, rubbish 
and inflammable material are hereby 
incorporated by reference and made 
applicable with the exception that the 
designation of Menominee Enter¬ 
prises, Inc., shall include Menominee 

Tribal Enterprise, that public dumps 

may be designated by Menominee 
Tribe as well as by Town of Meno¬ 
minee and that any Indian found 

guilty of violating such law shall, in 
lieu of the penalties provided by Town 
of Menominee Ordinance No. 4, be 
sentenced to labor for a period not to 
exceed five (5) days in the event of the 
first offense and not to exceed thirty 
(30) days for each succeeding viola¬ 
tion. 

§ 11.95.ME Extradition. 

Whenever the Area Director, Minne¬ 
apolis Area Office, is informed and be¬ 


lieves that an Indian has committed a 
crime outside the Menominee Reserva¬ 
tion and is present on the Menominee 
Reservation, using it as an asylum 
from prosecution, the Area Director 
may order a police officer of the Men¬ 
ominee Reservation to apprehend 
such Indian and deliver him to the au¬ 
thorities seeking his arrest at the exte¬ 
rior boundaries of the reservation. 

If a person, apprehended pursuant 
to this section, so demands, he shall be 
taken by the arresting police officers 
to the Menominee Court of Indian Of¬ 
fenses where a Judge shall hold a 
hearing. If it appears that there is no 
probable cause to believe the Indian is 
guilty of the crime with which he is 
charged outside the reservation, or if 
it appears probable that the Indian 
will not receive a fair trial in the state 
court, the Judge shall order the 
Indian released from custody. 

§ 11.96ME Breaking and entering. 

Until such time as the Menominee 
Tribe enacts its own breaking and en¬ 
tering ordinance, the provisions of 
Wisconsin Statutes 943.14, "Criminal 
tresspass to dwellings," are hereby in¬ 
corporated by reference and made ap¬ 
plicable, with the exception that any 
Indian found guilty of violating the 
provisions of Wisconsin Statutes 
943.14 shall, in lieu of the penalties 
therein provided, be sentenced to 
labor for a period not to exceed six (6) 
months. 

§ 11.97ME Juvenile services. 

Until such time as the Menominee 
Tribe enacts its own juvenile code, the 
provisions of the Wisconsin state laws 
relating to juveniles, Wisconsin Stat¬ 
utes §§48.12-48.47, §48.78, §§48.81- 
48.97, and Chapter 54, are hereby in¬ 
corporated by reference and made ap¬ 
plicable to juvenile cases arising on 
the Menominee Reservation. Provided, 
That the following statutes are not to 
apply: Wis. StaL Ann. §§48.31, 48.32, 
48.41, 48.83, and 48.89. And provided 
further, That rendering of juvenile ser¬ 
vices to the Menominee Tribe shall be 
in accordance with the agreement en¬ 
tered into on March 15, 1978, between 
the Wisconsin Department of Health 
and Social Services and the Meno¬ 
minee Restoration Committee. 

§ 11.98ME Date of incorporated statutes. 

All Wisconsin statutes, Menominee 
County ordinances, and ordinances of 
the Town of Menominee, incorporated 
in §§ 11.SOME -11.97ME shall be those 
in effect on the date of publication of 
this rulemaking, together with any 
amendments hereafter adopted. 

Forrest G. Gerard, 
Assistant Secretary for 
Indian Affairs. 

[FR Doc. 16256 Filed 6-12-78; 8:45 am) 


[4210-01] 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

Office of the Secretary 
(41 CFR Part 24-1) 

[Docket No. R-78-5431 
DISASTER PROCUREMENTS 
Local Contractor Preference 

AGENCY: Department of Housing 
and Urban Development, Office of Ad- 
minstration. 

ACTION: Proposed rule. 

SUMMARY: Section 310 of the Disas¬ 
ter Relief Act of 1974 provides that 
when contracting to provide relief to a 
Presidentially declared disaster area, 
preference shall be given to the extent 
feasible and practicable to those orga¬ 
nizations. firms, and individual resid¬ 
ing or doing business primarly in the 
area affected by such major disaster. 
This action is proposed in order to set 
forth a uniform policy implementing 
this section of the Act. 

COMMENTS DUE: On or before July 
13, 1978. 

ADDRESS: Rules Docket Clerk. Room 
5218, Department of Housing and 
Urban Development, 451 Seventh 
Street SW., Washington, D.C. 20410. 

FOR FURTHER INFORMATION 
CONTACT: 

Lydia Jackson, 202-724-0038. 

SUPPLEMENTARY INFORMATION: 
The Department of Housing and 
Urban Development proposes to revise 
41 CFR 24-1 to include guidance for 
giving preference to local contractors 
when procurement is initiated to assist 
victims of Presidentially declared dis¬ 
asters. This preference shall be appli¬ 
cable to competitively negotiated pro¬ 
curements in disaster areas designated 
by the Administrator of the FDAA 
and identified as such in the Federal 
Register. 

Interested persons may participate 
in this rulemaking by submitting writ¬ 
ten data, views, or arguments to the 
Rules Docket Clerk at the address 
listed above. Each person submitting a 
comment should include his or her 
name and address, refer to this pro¬ 
posal by the docket number indicated 
in the heading and give reasons for 
any recommendations. Copies of com¬ 
ments received by the date indicated 
above will be considered before final 
action is taken on this proposal. 
Copies of all written comments re¬ 
ceived will be available for examina¬ 
tion by interested persons in the 
Office of the Rules Docket Clerk at 
the address listed above. The proposal 
may be changed in the light of com¬ 
ments received. 

The Department has determined 
that an environmental impact state- 
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ment is not required with respect to 
this rule. A copy of the finding of in¬ 
applicability is available for inspection 
at the above address. 

Accordingly, it is proposed to amend 
41 CFR 24-1 to include a new subpart 
as follows: 

Subpart 24-1 JS —Prafaranca to Local Contractors in 
Procurements Resulting form Proiidontialiy De¬ 
clared Mo|or Disasters or Emergencies 

Sec. 

24-1.500 Scope of subpart. 

24-1.501 Geographical coverage. 

24-1.502 Procedures for implementation of 
the procurement of supplies and services 
for disaster relief response. 

24-1.502-1 Provision for competitively ne¬ 
gotiated settlements. 

24-1.503 Exception to use of local prefer¬ 
ence provisions. 

24-1.504 Additional methods for encourag¬ 
ing local participation. 

Authority: Sec. 7(d). Department of 
Housing and Urgan Development Act <42 
U.S.C. 3535(d)). 

Subpart 24-1.5—Preference to Local Contrac¬ 
tor* In Procurements Resulting from Presi¬ 
dential Declared Major Disasters or Emer¬ 
gencies 

§ 24-1.500 Scope of subpart. 

This subpart establishes policies re¬ 
lating to local contractor preference to 
receive procurement awards resulting 
from competitively negotiated solicita¬ 
tions within a Presidentially declared 
major disaster or emergency oper¬ 
ation. 

§ 24-1.501 Geographical coverage. 

The geographic areas to which local 
contractor preference shall apply are 
those affected by the Presidentially 
declared disaster and designated by 
the Administrator of the Federal Dis¬ 
aster Assistance Administration 
(FDAA) in the Federal Register. Geo¬ 
graphical areas shall be identified by 
county or other political subdivision. 

§24-1.502 Procedures for Implementation 
of the procurement of supplies and ser¬ 
vices for disaster relief response. 

The provision contained §24-1.502-1 
shall be included in each competitively 
negotiated solicitation for disaster 
relief response. 

§24-1.502-1 Provision for competitively 
negotiated solicitations. 

(a) In awarding any contract(s) pur¬ 
suant to this solicitation, the Govern¬ 
ment shall give preference to local or¬ 
ganizations. firms, and individuals re¬ 
siding or doing business primarily in 
the geographic area identified as the 
disaster area by the Administrator, 
Federal Disaster Assistance Adminis¬ 
tration (FDAA). 

(b) The contracting officer reserves 
the right to request offerors to furnish 
documentation to demonstrate eligibil¬ 
ity for this local contractor prefer¬ 


ence. To be eligible for local contrac¬ 
tor preference, the offeror shall have 
been residing (in the case of individ¬ 
uals) or doing the major portion of its 
business (in the case of business enti¬ 
ties) in the disaster area. 

(c) Offerors for which eligibility is 
established (local offerors) shall be 
permitted to reduce their proposed 
price to meet the lowest price received 
from an otherwise eligible nonlocal of¬ 
feror, provided that the proposed price 
from the local offeror(s) does not 
exceed 130 percent of the price re¬ 
ceived from the nonlocal offeror. The 
lowest priced local offeror within 130 
percent of the lowest nonlocal price 
shall be given the initial opportunity 
to meet the nonlocal price. If the local 
offeror meets the lowest nonlocal 
price and is determined to be responsi¬ 
ble, award shall be made. If the nonlo¬ 
cal offer is not met, the next lowest 
local offeror within 130 percent shall 
be given an opportunity to meet the 
lowest nonlocal price. This process 
shall continue until award is made to a 
local offeror within the 130 percent re¬ 
quirement or the supply of such local 
offerors is exhausted and award made 
to the lowest nonlocal offeror. 

§24-1.503 Exception to use of local pref¬ 
erence provisions. 

If it is determined by the contract¬ 
ing officer to be in the best interest of 
Government the provision set forth in 
24-1.502-1 need not be included in so¬ 
licitations. Such determination shall 
be documented In the contract file 
with a findings and determination 
signed by the contracting officer and 
approved by the head of the procuring 
activity. 

§24-1.504 Additional methods for encour¬ 
aging local participation. 

In the event that the contracting of¬ 
ficer makes the determination of § 24- 
1.503 above, local participation may be 
encouraged by: 

(a) Setting the procurement aside 
for labor surplus areas if the disaster 
area has been established a labor sur¬ 
plus area; 

(b) Advertising only in the local dis¬ 
aster area; and/or 

(c) Subdividing large requirements 
into several smaller requirements. 

(Sec. 7(d). Department of Housing and 
Urban Development Act 42 U.S.C. 3535(d).) 

Issued at Washington, D.C., June 6, 
1978. 

William A. Medina. 

Assistant Secretary 
for Administration. 

[FR Doc. 78-16196 Filed 6-12-78; 8:45 am) 


[4110-35] 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Office of the Secretary 
[45 CFR Part 19] 

LIMITATIONS ON PAYMENT OR 
REIMBURSEMENT FOR DRUGS 

Abolition of Advisory Committee 

AGENCY: Office of the Secretary. 
HEW. 

ACTION: Proposed rule. 

SUMMARY: This proposed rule would 
amend the procedures by which the 
Department sets a maximum allowa¬ 
ble cost (MAC) for drugs for which re¬ 
imbursement is provided under Medi¬ 
care, Medicaid, and other programs 
administered by the Department. The 
proposal would abolish the Pharma¬ 
ceutical Reimbursement Advisory 
Committee (PRAC) and substitute 
routine, informal public hearings and 
the discretionary use of consultants. 

DATE: Consideration will be given to 
written comments or suggestions re¬ 
ceived on or before July 13,1978. 

AtoDRESS: Address comments to: Ex¬ 
ecutive Secretary, Pharmaceutical Re¬ 
imbursement Board, Room 3076, Mary 
E. Switzer Building, HCFA, Medicaid 
Bureau. 330 C Street SW. t Washing¬ 
ton, D.C. 20201. In commenting, please 
refer to MMB-244-P. Comments will 
be available for public inspection, be¬ 
ginning approximately two weeks 
from today, at the above address, on 
Monday through Friday of each week 
from 9 a.m. to 5:30 p.m. 

FOR FURTHER INFORMATION, 
CONTACT: 

Peter Rodler, 202-472-3820. 

SUPPLEMENTARY INFORMATION: 
The Department’s regulation estab¬ 
lishing maximum allowable cost limi¬ 
tations on payments or reimbursement 
for drugs was published on July 31, 
1975. Since the implementation of this 
regulation, we have concluded that 
the process for setting a MAC is un¬ 
necessarily burdensome. One of our 
major concerns is the role presently 
established for the PRAC and the po¬ 
tential for conflicts of interest being 
raised with respect to PRAC members, 
who are to be selected by the Secre¬ 
tary on the basis of their knowledge, 
experience, and judgment in the areas 
of pharmacy, medicine, pharmaceuti¬ 
cal marketing, public health, and con¬ 
sumer affairs. Although we believe 
that conflicts of interest have been 
avoided to date, the potential for such 
problems could make it difficult to 
find highly qualified people to serve 
on the committee and our concerns 
about this problem have hampered 
the smooth and expeditious determi- 
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nation of proposed MAC’S. Conse¬ 
quently, this proposed rule would 
abolish the advisory committee. 

Major Provisions 

1. Substitution of public hearings 
and consultants for the PRAC. 

Under the current MAC regulation, 
the Pharmaceutical Reimbursement 
Board, composed of six HEW officials, 
is responsible for establishing a Mac. 
However, the Board must submit each 
proposed MAC to the 15-member advi¬ 
sory committee and must consider the 
advice and recommendations of the 
advisory committee before making a 
final determination. The members of 
the committee cannot be full time em¬ 
ployees of the United States and, as 
noted above, are selected on the basis 
of their knowledge and experience in 
areas pertinent to the consideration of 
a MAC. The current regulation also 
gives the Board discretion to hold an 
informal public hearing before making 
a final determination, if the Board 
concludes that such a hearing will aid 
its deliberations and determinations. 

Although we originally thought that 
the use of the advisory committee 
would be an effective way of obtaining 
both highly qualified expertise and 
the viewpoints of the general public, 
without raising serious problems of 
conflicts of interest, we have grown in¬ 
creasingly concerned that the commit¬ 
tee cannot perform its intended role. 
The potential for a conflict of interest 
could cause some highly qualified indi¬ 
viduals to be reluctant to serve on the 
advisory committee. As a result, the 
MAC regulation is not being imple¬ 
mented in a timely and effective 
maner. 

In order to remedy this situation, 
while retaining our objective of ob¬ 
taining both expertise and public 
input, we propose that, in place of the 
advisory committee, the Board would 
be required to hold a public hearing 
on each proposed MAC. The hearing 
would be announced in the Federal 
Register and any interested person or 
organization could request the oppor¬ 
tunity to make an oral presentation. 

In addition, the Board would be au¬ 
thorized to utilize consultants to 
advise it on any technical or complex 
issues during its consideration of a 
proposed MAC. Such consultants 
would provide the expertise and in¬ 
sight which the advisory committee 
was designed to provide, but can be se¬ 
lected on a case-by-case basis so as to 
avoid any potential for a conflict of in¬ 
terest. 

The purpose of this amendment is to 
make the process for setting a MAC 
less burdensome and more responsive 
to rapid changes in the market prices 
of drugs and to resolve the potential 
for conflicts of interest on the part of 
PRAC members. The basis of the 
amendment is the Department’s expe¬ 


rience that the existing process 
unduly delays the establishment of 
MAC’S on account of the reasons 
stated above. 

2. An additional amendment to the 
regulation would provide that the Di¬ 
rector, Office of Pharmaceutical Re¬ 
imbursement, rather than the Admin¬ 
istrator, Health Care Financing Ad¬ 
ministration, shall serve as Chairman 
of the Pharmaceutical Reimbursement 
Board. The Director is better able to 
devote the time necessary to running 
the program and has greater expertise 
in the area of drug reimbursement. 

Although the Administrator will no 
longer be the Chairman of the Board, 
the proposed regulation would autho¬ 
rize him to concur or nonconcur with 
the Board’s proposed final determina¬ 
tion. No MAC would be adopted with¬ 
out the Administrator’s concurrence. 
If the Administrator nonconcurs, the 
Board may reinstitute proceedings to 
adopt a different MAC for that drug. 
We believe that it is appropriate for 
the Administrator to have this author¬ 
ity since the MAC program principally 
affects reimbursement under Medicaid 
and Medicare. 

3. In § 19.5, we are proposing changes 
only in paragraphs (c) through (i) of 
the present regulation. However, for 
the convenience of those wishing to 
comment, we are reprinting para¬ 
graphs (a) and (b) without change, so 
that the proposed changes can be 
readily understood in context. 

45 CFR Part 19 is amended as fol¬ 
lows: 

1. Section 19.4 is revised to read as 
follows: 

§ 19.4 Establishment of pharmaceutical 
reimbursement board. 

(a) There is established in the 
Health Care Financing Administration 
a Pharmaceutical Reimbursement 
Board consisting of six full time em¬ 
ployees of the Department, represent¬ 
ing the principal offices and agencies 
concerned with developing and imple¬ 
menting cost determinations under 
this part. The Director, Office of 
Pharmaceutical Reimbursement, shall 
serve as the Chairman. 

(b) The Board may make use of out¬ 
side consultants to advise it on any 
technical or complex issues during its 
consideration of a proposed MAC. 

2. Section 19.5 is revised to read as 
follows: 

§ 19.5 Determination of maximum allowa¬ 
ble cost. 

(a) Identification of drugs to which 
a MAC may be applied. The Board 
shall identify those multiple source 
drugs for which significant amounts of 
Federal funds are or may be expended 
under the programs and for the activi¬ 
ties described in § 19.1 and for which 
there are or may be significantly dif¬ 
ferent prices. 


(b) Review by the Food and Drug Ad¬ 
ministration. The Board shall notify 
the Food and Drug Administration in 
writing of each drug identified in ac¬ 
cordance with paragraph (a) of this 
section. The Food and Drug Adminis¬ 
tration, in response to each such noti¬ 
fication, shall advise the Board in writ¬ 
ing whether there is any regulatory 
action, either pending or under consid¬ 
eration, bearing upon the marketabil¬ 
ity of. or to establish a bioequivalence 
requirement for, the drug and shall 
further advise the Board whether, in 
the judgment of the Food and Drug 
Administration, any such action is a 
reason for delaying or withholding the 
establishment of a MAC for the drug. 

(c) Initial determination of lowest 
unit price. For each drug identified in 
accordance with paragraph (a) of this 
section and for which the Food and 
Drug Administration has not advised 
delaying or withholding the establish¬ 
ment of a MAC, the Board shall make 
an initial determination of the lowest 
unit price at which the drug is widely 
and consistently available from any 
formulator or labeler. This determina¬ 
tion will be based on the package size 
of drug most frequently purchased by 
providers. If it appears to the Board 
that a drug is or will be unavailable to 
providers in one or more localities at 
the same lowest unit price at which it 
is available elsewhere, the Board shall 
make a separate determination for 
each such locality. 

(d) Proposed MAC. The Board shall 
determine whether the lowest unit 
price should be proposed as the maxi¬ 
mum allowable cost (MAC) for the 
drug. 

(e) Notice and comment The Board 
shall publish as a notice in the Feder¬ 
al Register each proposed MAC and a 
summary of the Board’s reasons for its 
proposal. The Notice shall invite inter¬ 
ested persons and organizations to 
submit in writing comments on the 
proposed MAC. All comments received 
will be maintained for public inspec¬ 
tion at the Office of the Board. 

(f) Public hearing . A public hearing 
will be held with respect to each pro¬ 
posed MAC. The hearing will be held 
no sooner than 45 days from the date 
of the notice in the Federal Register. 
The dates, time, and location of the 
hearing shall appear in the notice. 

(g) Conduct of hearing. The hearing 
shall be open to the public and a tran¬ 
script shall be made of the proceed¬ 
ings. Persons or organizations wishing 
to make presentations shall submit to 
the Board’s Executive Secretary, no 
later than 15 days prior-to the hear¬ 
ing, a minimum of 20 copies of the 
proposed oral presentation in its en¬ 
tirety, together with all supporting 
studies or materials and the hames 
and addresses of proposed partici¬ 
pants. The Board will allot time for 
each oral presentation which, in the 
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judgment of the Board, is relevant to 
the proposed MAC. Those requesting 
to appear at the hearing in accordance 
with this paragraph will be notified in 
writing. 

(h) Proposed final determination. 
After considering the written com¬ 
ments, the presentations made at the 
public hearing and any other evidence 
included as a part of the record, the 
Board shall decide whether a MAC 
should be established for each drug 
for which a notice of proposed MAC 
was published and, if so, shall make a 




proposed final determination of a 
MAC for each drug. 

(i) Administrators concurrence. The 
Board shall submit each proposed 
final determination to the Administra¬ 
tor of HCFA. The Administrator shall 
concur or nonconcur, but may not 
modify the Board’s proposed final de¬ 
termination. If the Administrator con¬ 
curs, the proposed determination be¬ 
comes final. If the Administrator non¬ 
concurs, the Board may reinstitute 
proceedings under this section to 
adopt a MAC for that drug at a differ¬ 
ent level. 


(j) Publication. Notice of the final 
determination shall be published in 
the Federal Register together with a 
statement of the Board’s reasons for 
its determination. 

(Sec. 1102, 49 Stat. 647 (42 U.S.C. 1302).) 

(Catalog of Federal Domestic Assistance 
Program No. 13.714, Medical Assistance Pro¬ 
gram.) 

Dated: June 5,1978. 

Joseph A. Califano. Jr., 
Secretary. 

[FR Doc. 78-16297 Filed 6-12-78; 8:45 am) 
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[ 3410 - 05 ] 

DEPARTMENT OF AGRICULTURE 

Commodity Credit Corporation 

LOAN PROGRAMS—1973 AND SUBSEQUENT 

CROP PRICE SUPPORT PROGRAMS AND 

FARM STORAGE AND DRYING EQUIPMENT 

LOAN PROGRAM 

Announcement of Interest Rate 

The announcement by Commodity 
Credit Corporation published on page 
35403 of the Federal Register of Oc¬ 
tober 1, 1974, as amended in the issue 
of March 31, 1975, at page 14347, in 
the issue of October 1, 1975, at page 
45211, in the issue of April 1. 1976, at 
page 13971, and in the issue of April 
11, 1977, at page 18882, of the rate of 
interest applicable to price support 
programs on 1973 and subsequent 
crops or production and to financing 
the purchase or construction of farm 
storage facilities and drying equip¬ 
ment is hereby revised to announce 
the interest rate on such loans effec¬ 
tive April 1, 1978. The revised an¬ 
nouncement reads as follows: 

A. Price support programs. 1. Loans 
(including the amounts paid by CCC 
under cooperative loan agreements) 
made on all commodities shall bear in¬ 
terest as follows: 

(a) On all 1973 and prior crop tobac¬ 
co loans, at the rate specified in the 
applicable loan agreement. 

(b) On 1974 crop tobacco loans, for 
which applications were received prior 
to October 1, 1974, at the rate of 7.25 
percent per annum. 

(c) On 1974 and 1975 crop tobacco 
and rosin loans, for which applications 
were received on or after October 1, 
1974: 

(1) 9.375 percent per annum from 
date of disbursement through March 
31, 1975. 

(2) 6.125 percent per annum from 
April 1, 1975, through September 30. 
1975. 

(3) 7.5 percent per annum from Oc¬ 
tober 1. 1975. through March 31. 1977. 

(4) 6 percent per annum from April 
1, 1977. until date of repayment. 

(d) On 1976 crop commodity loans: 

(1) 7.5 percent per annum from date 
of disbursement through March 31. 
1977. 

(2) 6 percent per annum from April 
1, 1977, until date of repayment or 
date of conversion to grain reserve 
loan. 

(e) On 1977 crop commodity loans at 
the rate of 6 percent per annum from 


date of disbursement until date of re¬ 
payment or date of conversion to grain 
reserve loan. 

(f) (1) For 1976 and 1977 crops 
placed in the grain reserve from April 
4, 1977, through March 1, 1978: (i) If 
the grain reserve loan agreement pro¬ 
vides for interest at 6 percent per 
annum, the rate shall be 6 percent per 
annum: (ii) if the grain reserve loan 
agreement provides for interest not to 
exceed 6 percent per annum, the rate 
shall be 6 percent per annum or such 
lower rate(s) as may be subsequently 
publicly announced from time to time 
by the President or Executive Vice 
President, CCC. except that the Presi¬ 
dent or Executive Vice President, 
CCC, may waive or adjust such inter¬ 
est. 

(2) For 1976 and 1977 crops placed in 
the grain reserve after March 1, 1978, 
at the rate of 6 percent per annum or 
such lower rate(s) as may be subse¬ 
quently publicly announced from time 
to time by the President or Executive 
Vice President, CCC, except that the 
President or Executive Vice President, 
CCC, may waive or adjust such inter¬ 
est. 

(g) For 1978 crops, except upland 
cotton, at the per annum rate of 7 per¬ 
cent from the date of disbursement 
until date of repayment. 

(h) For 1978 crop upland cotton, at a 
rate to be announced subsequently, 
from date of disbursement until date 
of repayment. 

2. Notwithstanding the foregoing, if 
there has been (a) a willful conversion 
of any portion of the commodity 
under loan or a fraudulent representa¬ 
tion in the loan documents, in obtain¬ 
ing the loan, or in connection with the 
settlement or delivery under the loan; 
or (b) a fraudulent representation in 
connection with the settlement or de¬ 
livery under the purchase provisions 
of a price support program or in con¬ 
nection with any documents thereun¬ 
der, the loan indebtedness and related 
charges or the amount paid by CCC on 
such purchase shall bear interest from 
the date of disbursement thereof as 
follows: (I) At the per annum rate of 6 
percent with respect to 1969 and prior 
crops or production; (ii) at the per 
annum rate of 12 percent with respect 
to 1970 through 1973 crops or produc¬ 
tion; and (iii) at the per annum rate of 
18 percent with respect to 1974 and 
subsequent crops or production. 

B. Farm storage and drying equip¬ 
ment loan program. Loans made for 


the purchase, construction, erection, 
or installation of farm storage facili¬ 
ties or drying equipment shall bear in¬ 
terest as follows: 

(1) Loans disbursed by CCC prior to 
April 1. 1977, on applications filed on 
or after October 1. 1974, shall bear in¬ 
terest at the per annum rate of 9.375 
percent from the date of disbursement 
through March 31. 1975, at the per 
annum rate of 6.125 percent from 
April 1, 1975, through September 30. 
1975, at the per annum rate of 7.500 
percent from October 1, 1975, through 
March 31, 1977, and at the per annum 
rate of 7.000 percent from April 1, 
1977, until date of repayment. 

(2) Loans disbursed by CCC on or 
after April 1. 1977, shall bear interest 
at the per annum rate of 7.0 percent 
from the date of disbursement until 
date of repayment; a different interest 
rate may be subsequently announced 
for new loans. 

(Secs. 4 and 5. 62 Stat. 1070. as amended 
(15 U.S.C. 714 b and c); sec. 401 (a) and (b). 
63 Stat. 1051, as amended (7 U.S.C. 1421 (a) 
and (b)).) 

Signed at Washington, D.C. on June 
7,1978 

Stewart N. Smith, 
Executive Vice President, 
Commodity Credit Corporation. 

CFR Doc. 78-16308 Filed 6-12-78; 8:45 am] 


[ 3410 - 15 ] 

Rural Electrification Adminiitration 

UNITED POWER ASSOCIATION ELK RIVER, 
MINN. 

Proposed Loan Guarantee 

Under the authority of Pub. L. 93-32 
(87 Stat. 65) and in conformance with 
applicable agency policies and proce¬ 
dures as set forth in REA Bulletin 20- 
22 (Guarantee of Loans for Bulk 
Power Supply Facilities), notice is 
hereby given that the Administrator 
of REA will consider providing a guar¬ 
antee supported by the full faith and 
credit of the United States of America 
for a loan in the approximate amount 
of $36,168,000 to United Power Associ¬ 
ation (UPA) of Elk River, Minn. These 
loan funds will be used to finance the 
construction and installation of a coal- 
fired supplemental steam generator 
(boiler), air quality control equipment 
and related facilities at UPA's existing 
Stanton, N. Dak., generating station. 
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Legally organized lending agencies 
capable of making, holding, and servic¬ 
ing the loan proposed to be guaran¬ 
teed may obtain information on the 
proposed project, including the engi¬ 
neering and economic feasibility stud¬ 
ies and the proposed schedule for loan 
advances to UPA from Mr. Philip O. 
Martin, Manager. United Power Asso¬ 
ciation. Elk River, Minn. 55330. 

In order the be considered, proposals 
must be submitted on or before July 
13, 1978, to Mr. Martin. The right is 
reserved to give such consideration 
and make such evaluation or other dis¬ 
position of all proposals received, as 
UPA and REA deem appropriate. Pro¬ 
spective lenders are advised that the 
guaranteed financing for this project 
is available from the Federal Financ¬ 
ing Bank under a standing agreement 
with the Rural Electrification Admin¬ 
istration. 

Copies of REA Bulletin 20-22 are 
available from the Director, Informa¬ 
tion Services Division, Rural Electrifi¬ 
cation Administration, U.S. Depart¬ 
ment of Agriculture, Washington, D.C. 
20250. 

Dated at Washington, D.C., this 5th 
day of June 1978. 

Joseph Vellone, 
Acting Administrator, Rural 
Electrification Administration. 

[FR Doc. 78-16160 Filed 6-12-78; 8:45 am] 


[ 6320 - 01 ] 

CIVIL AERONAUTICS BOARD 

[Docket Nos. 32786, etc., Order 78-6-22] 

ALLEGHENY AIRLINES, INC, ET AL. 

Order Regarding Philadelphia—Bermuda 
Nonstop Proceeding 

Adopted by the Civil Aeronautics 
Board at its office in Washington, 
D.C., on the 1st day of June 1978. 

On July 23. 1977, a new bilateral air 
transport agreement between the 
United States and the United King¬ 
dom was signed, which provides for 
authorization of a U.S. carrier to oper¬ 
ate between Philadelphia and Bermu¬ 
da.* * 5 

Allegheny Airlines (docket 29706), 
American Airlines (docket 31956), and 
Eastern Air Lines (docket 31216) have 
filed applications for this authority on 
a nonstop basis. 

On August 18, 1977, Allegheny filed 
a motion for hearing on its applica¬ 
tion. In support of the motion, it 
states that Philadelphia is Bermuda’s 
third largest U.S. market, and is Ber¬ 
muda’s largest U.S. market without 
authorized nonstop service; 3 that with 


’Annex 1-Route Schedules, U.S. Route 4. 
’The agreement provides no specific 
Philadelphia-Bermuda route for a U.K. car¬ 
rier. However, a U.K. carrier may operate 


47,600 true O&D passengers in 1975, 
the market is larger than three other 
U.S.-Bermuda markets with U.S. carri¬ 
er nonstop service; 4 that the economic 
vitality of the Philadelphia-Bermuda 
market is supported by growth at an 
average annual rate of over 9 percent 
since 1968, and that this rate, higher 
than that of any other U.S.-Bermuda 
market, is particularly noteworthy 
since the market lacks the stimulation 
normally provided by nonstop service; 
and finally that the institution of 
Philadelphia-Bermuda nonstop service 
will save a substantial amount of time 
for travelers and will also benefit nu¬ 
merous beyond-market passengers. 

Answers in support of Allegheny’s 
motion were filed by the Pittsburgh 
Airport Advisory Committee and the 
Philadelphia parties. 5 The Philadel¬ 
phia parties also filed a petition for 
leave to intervene in any proceeding 
instituted to consider Allegheny’s ap¬ 
plication. 

Answers in opposition were filed by 
American and Eastern. Both carriers 
argue that Allegheny’s motion should 
be denied because it lacks the mini¬ 
mum economic and operating data re¬ 
quired by the Board’s Rules of Prac¬ 
tice to accompany motions for immedi¬ 
ate hearing. Eastern also contends 
that the Board should award it non¬ 
stop Philadelphia-Bermuda authority 
instead of Allegheny. 

Allegheny filed a motion for leave to 
file an otherwise unauthorized docu¬ 
ment, accompanied by a consolidated 
reply to the answers of American and 
Eastern. 6 

Last, Eastern filed a motion to dis¬ 
pense with an oral hearing on the ap¬ 
plications for Philadelphia-Bermuda 
authority. Answers in support of East¬ 
ern’s motion were filed by Allegheny 
and American. 

We have decided to institute the 
Philadelphia-Bermuda Nonstop Inves¬ 
tigation to consider whether the 
public convenience and necessity re¬ 
quire nonstop service between Phila¬ 
delphia and Bermuda. Accordingly, we 
are consolidating into this investiga¬ 
tion the applications of Allegheny, 
American, and Eastern in dockets 
29706, 31956, and 31216. As suggested 
by the carrier applicants, we will pro¬ 
ceed without an oral evidentiary hear¬ 


between Bermuda and three U.S. points to 
be selected by the U.K. Annex 1-route 
schedules, U.K. Route 8. 

* Philadelphia currently receives one-stop 
Bermuda service by Eastern (via Baltimore) 
and by American (via New York). Each car¬ 
rier provides one dally round trip. O.A.G. 
April 1. 1978. 

4 Baltimore/Washington, Chicago, and De¬ 
troit. 

•The City of Philadelphia and the Great¬ 
er Philadelphia Chamber of Commerce. 

•We have decided to deny Allegheny's 
motion; good cause for the acceptance of 
the carrier's reply has not been shown. Rule 
4(f) of the Board's rules of practice. 


ing or a recommended decision by an 
administrative law judge; the Board 
will receive the evidence, dispose of 
any interlocutory requests, and issue 
its decision. 7 

So we can reach a decision as quickly 
as possible, we direct the parties are 
directed to comply with the evidence 
request attached to this order. We be¬ 
lieve that this evidence should provide 
all of the information necessary for us 
to resolve the issues in this case. Par¬ 
ties will, however, have an opportunity 
to suggest deletions, alterations or ad¬ 
ditions to the evidence request in the 
time provided for reconsideration of 
this order. 8 The filing dates for the 
submission of the information and evi¬ 
dence are as follows: 

Information responses—1 week from the 
date of service of this order. 

Direct exhibits—3 weeks from the date the 
IR’s are filed. 

Rebuttal exhibits *— 3 weeks from the date 
the directs are filed. 

Briefs to the Board—2 weeks from the date 
the rebuttal exhibits are filed. 

Oral argument to the Board—2 weeks from 
the date the Briefs to the Board are filed. 
Board decision—3 weeks from the date of 
oral argument. 

Finally, Allegheny, American, and 
Eastern have not submitted sufficient 
information for us to determine the 
environmental consequences of their 
certificate amendment applications. 
Therefore, we will require them, and 
any other carriers filing applications 
in this proceeding, to file the informa¬ 
tion set forth in Part 312 of the 
Board’s Procedural Regulations within 
30 days of the date of adoption of this 
order. 

Accordingly , it is ordered. That: 

1. The motion of Allegheny Airlines 
for hearing in docket 29706 be grant¬ 
ed; 

2. A proceeding to be known as the 
Philadelphia-Bermuda Nonstop pro¬ 
ceeding, docket 32786, be instituted; 

3. The proceeding instituted in para¬ 
graph 2, above, shall include consider¬ 
ation of the following issues: 

(a) Do the public convenience and 
necessity require the certification of 
an air carrier or carriers to engage in 
nonstop foreign air transportation be¬ 
tween Philadelphia, Pennsylvania, and 
Bermuda? 

(b) If the answer to (a) is in the af¬ 
firmative, which air carrier(s) should 
be authorized to engage in such serv¬ 
ice?; and 

(c) What terms, conditions and/or 
limitations, if any, should be placed on 
the operations of such carriers)? 


’By regulation PDR-54, April 18. 1978, we 
have proposed to dispense with oral eviden¬ 
tiary hearings where possible to expedite 
hearing procedures in route and rate cases. 

•Parties are, of course, free to submit ad¬ 
ditional evidence that is relevant and mate¬ 
rial to the issues. 

•Any exhibit information not rebutted 
will be considered uncontroverted. 
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4. The motion of Eastern Air Lines 
to proceed by non-oral hearing proce¬ 
dures be granted; 

5. Any authority awarded in this 
proceeding shall be granted without 
eligiblity for subsidy; 

6. The applications of Allegheny Air¬ 
lines, in docket 29706, American Air¬ 
lines, in docket 31956, and Eastern Air 
Lines, in docket 31216, be consolidated 
with the proceeding instituted by 
paragraph 2, above; 

7. The petition of the city of Phila¬ 
delphia and the Greater Philadelphia 
Chamber of Commerce for leave to in¬ 
tervene. in docket 29706, be granted; 

8. Allegheny Airlines, American Air¬ 
lines, Eastern Air Lines, the city of 
Philadelphia and the Greater Phila¬ 
delphia Chamber of Commerce, and 
the Pittsburgh Airport Advisory Com¬ 
mittee, be made parties to the pro¬ 
ceeding instituted by paragraph 2, 
above; 

9. The motion of Allegheny Airlines 
for leave to file an otherwise unau¬ 
thorized document be denied; 

10. Allegheny Airlines, American 
Airlines, Eastern Air Lines and all 
other carriers filing application in this 
proceeding shall file environmental 
evaluations pursuant to §312.12 of the 
Board's procedural regulations within 
30 days of adoption of this order, 

11. Applications, motions to consoli¬ 
date and petitions for reconsideration 
of this order shall be filed within 10 
days from the service date of this 
order and answers within 7 days there¬ 
after; and 10 

12. This order shall be served upon 
all parties to the proceeding instituted 
by paragraph 2. above. 

This order shall be published in the 

Federal Register. 

By the civil Aeronautics Board; 

Phyllis T. Kaylor , 11 

Secretary . 

Appendix A 

It is determined, under §399.100 of the 
Board’s Rules, International O&D survey 
data for passengers between the United 
States and Bermuda for the year end June 
30, 1977 (fiscal 1977) are relevant and mate¬ 
rial to the issues in this proceeding and may 
be disclosed. 

It is determined, under §241.19-6 of the 
Board’s Economic Regulations, that service 
segment data for fiscal 1977, for all through 
flights operated between Philadelphia, on 
the one hand, and Bermuda, on the other, 
including the segments of such flights 
beyond Philadelphia, are material and rele¬ 
vant to the issues and may be furnished for 
the record in this proceeding. 

REQUEST POR INFORMATION AND EVIDENCE 

I. Information Response 

A. Bureau of Pricing and Domestic Avi¬ 
ation. (1) Provide monthly service-segment 


,0 We shall not entertain petitions for re¬ 
consideration seeking to alter the scope of 
the proceeding. 

“All members concurred. 


data for fiscal 1977 for single-plane oper¬ 
ations in the Philadelphla-Bermuda market 
by carrier, showing the following informa¬ 
tion: 

a. Departures scheduled and operated; b. 
Total pounds of cargo transported on-board; 
c. On-board passengers transported; d. On¬ 
board passenger load factor; e. On-flight 
origin/destination of passengers and cargo. 

(2) Provide a listing of United States-Ber- 
muda passengers by O&D market for fiscal 
1977, broken down by O&D gateway. 

B. Incumbent carriers (American and 
Eastern). (1) Furnish the current fares (in¬ 
cluding discount and excursion fares) appli¬ 
cable in the market in issue. 

(2) Furnish the latest available passenger 
revenue yields and experienced dilution fac¬ 
tors for total traffic, coach traffic and first 
class traffic.“ Explain the basis of con¬ 
structing these data, including dates and 
extent of recent surveys, and methodology 
used. 

(3) Provide the latest available cargo reve¬ 
nue yield per revenue ton mile in the 
market in issue. Specify period. 

(4) Furnish single-plane schedules operat¬ 
ed in the base year (fiscal 1977) and to be 
operated in fiscal 1979, (a) without an award 
of new authority and (b) with an award of 
new authority to an applicant (other than 
the respondent). 

(5) Furnish information as to whether In¬ 
cumbent will match low fares and if so, to 
what extent, i.e., on all flights, selected 
flights or by allocating limited capacity on 
flights providing low f fare service. 

(6) To assist in the computation of nor¬ 
malized growth rates, furnish dates of work 
stoppages and other abnormal factors, if 
any. which during the last 10 years directly 
or indirectly affected traffic in the market 
in issue. 

(7) Indicate the total gallons of fuel con¬ 
sumed (by aircraft type and by segment) on 
flights moving between Philadelphia and 
Bermuda during fiscal 1977. 

C. Government of Bermuda and applicant 
carriers. To the extent possible, supply by 
facility the number of hotel rooms now 
available or under construction and availa¬ 
ble for occupancy for the year ended June 
1979. Furnish any available data on the 
average number of beds per room, the aver¬ 
age number of persons using those beds per 
year, and the average stay per visitor. For 
the most recent two year period, Indicate 
the rate of occupancy by month and the 
percentage of U.S. to total visitors. 

II. Direct Exhibits 

A. Applicant earners. 1. In order of impor¬ 
tance state in narrative form which carrier 
selection factors are relied upon for the 
grant of authority in this proceeding. Pro¬ 
vide either (l)a discrete exhibit for each se¬ 
lection factor setting forth the data and 
analyses supporting reliance on that factor 
(e.g., route strengthening); or (2) where the 
exhibits in support of the selection factor 
are part of the response to the Bureau’s re¬ 
quest for evidence (e.g., beyond-market serv¬ 
ice benefits), cross-reference to each selec¬ 
tion factor the corresponding exhibit(s). 

2. Submit proposed schedules to be oper¬ 
ated in fiscal 1979, including seating con¬ 
figuration for each aircraft type and all in¬ 
formation required to be supplied in official 
schedules filed with the Board, i.e., arrival 
and departure times (real time), equipment, 
airport, days of weeks, and classes of service. 


“See footnote 1 on page 4, infra. 


Show beyond-segment portions of the 
flights. “ Show clearly all currently operated 
system schedules which will be discontinued 
or altered to accommodate the Philadel- 
phia-Bermuda nonstop proposal. 

3. Submit a traffic forecast net of self-di- 
version for fiscal 1979 (to be considered the 
first normal year), detailing the sources of 
all traffic. Include any changes in the traf¬ 
fic in other markets on the applicant's exist¬ 
ing system in which service will be altered 
as a result of the proposal in this case and. 
if a local service carrier, show separately 
whether each change affects the subsidy eli¬ 
gible or subsidy ineligible portions of the 
carrier’s operations. The basis for any fore- 
castng technique used shall be clearly ex¬ 
plained. Fiscal 1977 will be used as the base 
year for forecasting traffic. Forecast year 
operating data shall include: 

Number of revenue passengers by class of 
service; 

Revenue passenger miles by class of service; 
Revenue ton-miles of cargo (mail, express 
and freight); 

Revenue tons enplaned; 

Revenue plane-miles operated by equipment 
type; 

Revenue block-hours by equipment type; 
Revenue aircraft departures by equipment 
type; 

Available seat miles by class of service; 
Average number of cabin attendants per de¬ 
parture by equipment type; 14 
Passenger load factor 

4. Indicate proposed fares in the market at 
issue. If standard or normal coach and first 
class fares are used for the revenue fore¬ 
casts they should be those in effect as of 
September 15. 1977. Applicants proposing 
reduced fares 15 should submit: 

a. An economic rationale for the various 
price/quality options proposed. The justifi¬ 
cation could include reduced amenities, 
higher seating densities, increased load fac¬ 
tors, or improved aircraft utilization. 

b. Estimates of the stimulative effects of 
reduced fares based on studies of direct 
price elasticity, cross price elasticity and 
price/quality tradeoffs upon which fare re¬ 
ductions are premised. All internal studies 
or consultant studies should be included. 

5. Based on the traffic forecast in (3) 
above and proposed fares in (4) above, indi¬ 
cate the net revenue anticipated from the 
proposed service in fiscal 1979. Show the 
revenue dilution factors used in the calcula¬ 
tion and explain how such dilution factors 
were arrived at. l * 


“If extensions or modifications of existing 
flights are involved, show for each flight 
the monthly load factor on the two immedi- 
ately-beyond flight stages for the most 
recent 12-month period. 

“Applicant and incumbent carriers are 
also requested to provide system cabin at¬ 
tendant block hours by aircraft type for the 
year ended September 30, 1977. 

“Such as reduced normal fares, promo¬ 
tional fares and various forms of off peak 
pricing by time of day. day of the week, or 
season. 

*•1. Local traffic over the segment in issue 
which has an origin and destination in the 
market and travels on one carrier is subject 
to a discount fare dilution factor. 2. Inter¬ 
line connecting traffic on one carrier over 
the segment in issue is subject to joint fare 
pro-rate dilution in addition to discount fare 
dilution. 3. On-line connecting traffic to 
Footnotes continued on next page 
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6. Estimate the expense which will be in¬ 
curred in providing the proposed service in 
fiscal 1979. Each applicant shall submit one 
estimate using subpart K methodology for 
the year ended September 30, 1977 . 11 Appli¬ 
cants also may submit an alternate forecast. 
Any contingencies, cost escalation and other 
adjustments in experienced unit costs in¬ 
cluded in the alternate forecast shall be 
fully identified and explained. 

7. Submit a profit and loss statement for 
fiscal 1979 summarizing the above revenue 
expense and return and tax estimates. This 
summary should reflect, in separate col¬ 
umns: (a) Philadelphia-Bermuda nonstop 
on-segment results only; (b) impact on the 
balance of applicant's system (beyond-seg- 
ment including, e.g.. New York-Bermuda); 
and (c) net impact on the applicant's system 
of all changes relating to or resulting from 
the new operations—items (a) plus (b). 

8. Estimate the gallons of fuel to be con¬ 
sumed in fiscal 1979 as a result of the pro¬ 
posed new operations. Submit a statement 
as to availability of the required fuel. 

9. Submit a system map showing how the 
routes applied for will fit into the appli¬ 
cant’s existing system. 

10. Submit a complete specimen certificate 
as it will appear, including a description of 
the route authority sought and delineating 
any terms, conditions, or limitations and the 
duration of the certificate. The route num¬ 
bers should be indicated, the new language 
identified by underlining and deleted lan¬ 
guage indicated by brackets. Any low-fare 
condition proposed in the certificate should 
be specifically detailed and supported by ex¬ 
planatory testimony. 

B. All parties. To the extent not already 
requested above, provide elasticity studies, 
market potential studies (e.g.. studies of sur¬ 
face travel), or other analyses deemed rele¬ 
vant to the issues of this case. 

m. Rebuttal Exhibits 

A. Incumbent carriers. Submit estimates 
on a projected participation and growth 
offset basis of revenue passenger miles and 
revenue which will be diverted from the car¬ 
rier in fiscal 1979 in the event that nonstop 
authority is awarded. Also show the traffic- 
related and any other expenses which the 
carrier will save as a result of loss of this 
traffic. Show changes in load factor as a 
result of diversion. 

APPENDIX B 

1. Evidence —The evidentiary record shall 
be limited to factual material, and argument 
should be presented in the briefs. 

2. Exhibits generally —Two copies of each 
set of exhibits, fully tabbed, shall be served 
ypon Legal Processing Division, BPDA. and 
one copy upon the parties as set forth in the 
list attached here as Appendix C. The ex¬ 
hibits shall include appropriate footnotes or 
narrative explaining the source of the infor¬ 
mation used and the methods employed in 
statistical compilations and estimates. 

The exhibits of the air carrier parties will 
adhere to the uniform system of numbering 


Footnotes continued from last page 
beyond points is subject to a discount fare 
dilution factor applicable to the fare for the 
entire Journey. 4. To the extent these differ¬ 
ent types of traffic are combined into a 
single pool for the markets in issue, the di¬ 
lution factor will be a combination of 1, 2 
and 3 above and will reflect the mix of each 
type of these passengers. 

17 Procedural regulation 172, adopted April 
14. 1978. 


exhibits set forth below. The suffix “IR" 
should be added to the number of informa¬ 
tion responses, the suffix "R” added to the 
number of the rebuttal exhibits, and the 
suffix “SR" added to the number of the sur- 
rebuttal exhibits. The exhibits will be num¬ 
bered in accordance with the following 
breakdown: 

Exhibits 100-199—Introductory and Sum¬ 
mary Exhibits 

Exhibits 200-299—Schedule and Equipment 
Exhibits 

Exhibits 300-399-Traffic Exhibits 
Exhibits 400-499—Financial Exhibits (Bal¬ 
ance Sheet, Profit and Loss Statement, 
Revenues and Expenses, Financial Fore¬ 
casts and Plans, etc.) 

Exhibits 500-599-Diversion Exhibits 
Exhibits 600-699—Miscellaneous Exhibits 
(Proposed Certificate, Maps, etc.) 

Exhibits 700-799—Sales and Promotion Ex¬ 
hibits 

Exhibits 800-899—General Public Conven¬ 
ience and Necessity Exhibits 
Exhibits 900-999—Carrier Selection Exhib¬ 
its. 

The exhibit number and the docket 
number of the proceeding shall be shown in 
the upper righthand comer of each exhibit 
page. The rebuttal exhibits should show the 
specific exhibits being rebutted. Each party 
should provide a separate listing setting 
forth the evidence requests and showing the 
conformance of its exhibits to that list. 

Where one part of a multi-page exhibit is 
based upon another part, appropriate cross- 
reference shall be made. For example, a 
profit-and-loss forecast based on detailed es¬ 
timates appearing on other pages should 
contain specific references showing which 
pages support the different individual items 
of the forecast. Such exhibits shall be ar¬ 
ranged in an organized manner in accord¬ 
ance with the party's theory of the case. 

3. Title of exhibits —The principal title of 
each exhibit should state precisely what is 
contains and may also contain a statement 
of the purpose for which the exhibit is of¬ 
fered. However, such statements will not be 
considered as part of the evidentiary record. 

4. Authenticity of documents —The au¬ 
thenticity of all documents submitted as 
proposed exhibits in advance of the hearing 
shall be deemed admitted unless written ob¬ 
jections thereto is filed prior to the Board 
decision, except that a party will be permit¬ 
ted to challenge such authenticity at a later 
time upon a clear showing of good cause for 
failure to have filed such written objection 
(e.g., absent objection, if an exhibit purport¬ 
ing to be a copy of a letter mailed on a cer¬ 
tain date w^ere submitted, it would not be 
necessary to prove such mailing or the accu¬ 
racy of the copy). 

Appendix C 

Mr. William D. Stewart, Jr., Vice President, 
American Airlines. Inc., 633 Third Avenue, 
New York, N.Y. 10017. 

Morton Ehrlich. Senior Vice President- 
Planning, Eastern Air Lines, Inc., Miami 
International Airport. Miami. Fla. 33148. 
Robert N. Duggan, Kilpatrick. Cody, 
Rogers, McClatchey and Regenstein, 2033 
K Street NW„ Washington. D.C. 20006. 
Herbert Smolen, Deputy City Solicitor. 1580 
Municipal Services Building. Philadelphia, 
Pa. 19107. 

Edward MacNeal. 175 Strafford Avenue, 
Wayne. Pa. 19087. 

Austin B. Brough, Division of Aviation. 
Philadelphia International Airport. Phila- 
delphia, Pa. 19153. 


Bernard H. Diekemper, Diemler & Die- 
kemper, Inc., Airport and Aviation Consul¬ 
tants, 7823 Friars' Court, Alexandria, Va 
22306. 

Alfred V. J. Prather, Prather, Seeger, Doo¬ 
little, Farmer Si Ewing. 1101 Sixteenth 
Street NW.. Washington. D.C. 20036. 

James E. Relnke, Vice President-Govern¬ 
ment Affairs, Eastern Air Lines, Inc., 1030 
15th Street NW.. Washington. D.C. 20005. 

Lawrence L. Stentzcl, n. William L. 
Howard, Regulatory Law. Allegheny Air¬ 
lines. Inc., Washington National Airport. 
Washington. D.C. 20001. 

William T. Bums, Division of Aviation, 
Philadelphia International Airport, Phila¬ 
delphia Pa. 19153. 

Charles E. Curran, III, Landrum Si Brown, 
Airport Consultants. 290 Central Trust 
Tower, Cincinnati, Ohio 45202. 

Thomas L. Widing, Vice President. Regional 
Transportation Council, Greater Philadel¬ 
phia Chamber of Commerce, Suite 1960. 
1617 John F. Kennedy Bivd.. Philadel¬ 
phia. Pa. 19103. 

F. Regan Nerone, Director. Allegheny 
County Department of Aviation, Greater 
Pittsburgh International Airport. Pitts¬ 
burgh, Pa. 15231. 

Alexander Jaffurs. Solicitor. Howard Voigt. 
Assistant Solicitor, County of Allegheny. 
Department of Law. 919 Jones Law Annex 
Bldg., Pittsburgh. Pa. 15219. 

Emery P. Scdlak. Secretary, Pittsburgh Air¬ 
port Advisory Committee, Fourth Floor- 
West Wing, 2 Gateway Center. Pitts¬ 
burgh, Pa. 15222. 

[FR Doc. 78-16311 Filed 6-12-78; 8:45 ami 


[ 6320 - 01 ] 

[Docket No. 32665] 

CAUFORKIA/SOUTHWEST-WESTERN MEXICO 
ROUTE CASE 

Supplemental Notice of Prehearing Conference 

The Prehearing Conference in this 
proceeding will be held on June 22, 
1978, at 9:30 a.m„ e.s.t., in Room 1003, 
Hearing Room A, 1875 Connecticut 
Avenue NV/„ Washington, D.C. 1 

Dated at Washington, D.C., June 6. 
1978. 

Stephen J. Gross, 
Administrative Law Judge, 
[FR Doc. 78-16309 Filed 6-12-78; 8:45 am] 


[ 6320 - 01 ] 

[Docket Nos. 30777, etc.; Agreement CAB 
27217 R-2, etc.; Order 78-6-51) 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Order Regarding Passenger ond Currency 
Matters 

Adopted by the Civil Aeronautics 
Board at its offices in Washington, 
D.C., on the 7th day of June 1978. 

Agreements have been filed with the 
Board under section 412(a) of the Fed¬ 
eral Aviation Act of 1958 (the Act) and 


’See 43 FR p. 22429 May 25, 1973, and 
notice to all parties, dated May 30, 1978. 
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part 261 of the Board s Economic Reg¬ 
ulations between various U.S. and for¬ 
eign member air carriers of the Traffic 
Conferences of the International Air 
Transport Association (IATA). 

Agreement CAB 27217, R-2, pro¬ 
poses increases of about 20 percent in 
the charges for berths, which are 
available to first class passengers on 
North/Central Pacific flights under 
Resolution 250 (sleeper surcharge). 
The resolution defines a berth as 
either a permanent, built-in bunk, or 
sleeping accommodation converted 
from regular seating which requires 
more than one seat for each berth. 
For passengers originating or termi¬ 
nating in Honolulu, Anchorage or 
Fairbanks, the charge would increase 
from $75 to $90; for west coast passen¬ 
gers, from $100 to $120; and for travel 
to and from other U.S., and Mexican 
points, from $125 to $148. Agreement 
CAB 27234 would revalidate existing 
Resolution 021LL (special rules for 
currency adjustments-cargo rates), 
and agreement CAB 27235 would 
amend currency adjustment factors 
for travel originating in Switzerland. 

The Board has decided to approve 
the resolutions, subject to previous 
conditions where applicable. Agree¬ 
ment CAB 27234 on currency adjust¬ 


ment rules merely extends an existing 
resolution which has already been ap¬ 
proved, and Agreement CAB 27235 ad¬ 
justs currency factors to bring local 
selling prices in Swiss francs more into 
line with recent movements in ex¬ 
change rates. The increase in the 
sleeper surcharge deals with an ancil¬ 
lary service for first class passsengers, 
does not affect the general fare level, 
and is a pricing matter best left to car¬ 
rier management. While we recognize 
that it is one thing to leave such deci¬ 
sions to the descretion of the manage¬ 
ment of an individual carrier and quite 
another to leave it to a collective deci¬ 
sion of several carriers, this distinction 
raises the basic question of the accept¬ 
ability of traffic conferences—a ques¬ 
tion better handled generally than in 
the context of specific cases like this 
one. So long as we continue to accept 
fhe conference procedure, this particu¬ 
lar application is a reasonable one. 

The Board, under sections 102, 
204(a), and 412 of the act, does not 
find the following resolutions, incorpo¬ 
rated in the agreements indicated, to 
be adverse to the public interest or in 
violation of the act provided that ap¬ 
proval is subject, where applicable, to 
conditions previously imposed by the 
Board: 


LATA No. 

Title 

Application 

Agreement CAB: 

27217—R-2_ 250 

27234 .. 

Sleeper Surcharge (Readoptlng and Amend- 3/1 

ing). 

IATA Rpsohilion 100. 200. 300 (Mail . 

27235 

21D021LL. 

IATA Resolution 200, JT12, JT23. 

JT123 .. 


(Mail 221>002m. 



Accordingly , it is ordered , That: 

Agreements CAB 27217, R-2. CAB 
27234 and CAB 27235 are approved 
subject, where applicable, to condi¬ 
tions previously imposed by the Board. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 1 
Secretary. 

[FR Doc. 78-16310 Filed 6-12-78; 8:45 am] 


[ 3510 - 24 ] 

DEPARTMENT OF COMMERCE 

Economic Development Administration 

EICO ELECTRONIC INSTRUMENT CO., INC., ET 
AL 

Petitions for Determinations of Eligibility To 
Apply for Trade Adjustment Assistance 

Petitions were accepted for filing 
from three firms: (1) Eico Electronic 


1 All Members concurred. 


Instrument Co., Inc., 108 New South 
Road, Hicksville, N.Y. 11801, a produc¬ 
er of electronic testing instruments 
and security devices (accepted June 5, 
1978); (2) Specialty Bolt & Screw Man¬ 
ufacturing Co., P.O. Box 473, Cleve¬ 
land, Ohio 44127, a producer of screws 
and bolts (accepted June 7, 1978); and 
(3) Hill Fastener Corp., P.O. Box 399, 
Rock Falls, HI. 61071, a producer of 
screws and nuts (accepted June 7, 
1978). The petitions were submitted 
pursuant to section 251 of the Trade 
Act of 1974 (Pub. L. 93-618) and sec¬ 
tion 315.23 of the Adjustment Assist¬ 
ance Regulations for Firms and Com¬ 
munities (13 CFR Part 315). 

Consequently, the United States De¬ 
partment of Commerce has initiated 
separate investigations to determine 
whether increased imports into the 
United States of articles like or direct¬ 
ly competitive with those produced by 
each firm contributed importantly to 
total or partial separation of the 
firm’s workers, or threat thereof, and 
to a decrease in sales or production of 
each petitioning firm. 


Any party having a substantial inter¬ 
est in the proceedings may request a 
public hearing on the matter. A re¬ 
quest for a hearing must be received 
by the Chief. Trade Act Certification 
Division, Economic Development Ad¬ 
ministration. U.S. Department of 
Commerce, Washington, D.C. 20230, 
no later than the close of business 
June 23, 1978. 

Charles L. Smith, 
Acting Chief, Trade Act Certifi¬ 
cation Division, Office of 
Planning and Program Sup¬ 
port 

(FR Doc. 78-16315 Filed 6-12-78; 8:45 am] 


[ 3510 - 03 ] 

Maritime Administration 
[Docket No. S-613] 

ZAPATA PRODUCTS TANKERS, INC. 

Application 

Zapata Products Tankers, Inc. 
(Zapata) is the holder of a long-term 
operating-differential subsidy agree¬ 
ment under which it operates four 
35,000 DWT tankers, built with con¬ 
struction-differential subsidy, in the 
worldwide bulk trade. By application 
of June 1, 1978, attorneys for the 
Zapata requested certain Maritime Ad¬ 
ministration approvals in connection 
with Zapata’s desire to offer tankers 
to the Military Sealift Command 
(MSC) for a six-month consecutive 
voyage charter. Zapata is requesting 
Maritime Administration approval for 
all four of its vessels, although Zapata 
believes that not more than one 
tanker would be under such MSC 
charter at any one time. The tender¬ 
ing date is July 1978. 

Zapata does not have written per¬ 
mission under section 805(a) of the 
Merchant Marine Act, 1936, as amend¬ 
ed (the Act), for its four tankers to 
engage in domestic trade. Inasmuch as 
the trading limits of the proposed 
charter are worldwide, the Zapata ves¬ 
sels could engage in domestic as well 
as foreign trade, although the MSC 
has indicated that domestic trading at 
maximum would occupy less than two 
months of the vessel's six-month 
charter period. Approval of the appli¬ 
cation under section 805(a) is required. 
Such written permission is necessary 
notwithstanding the fact that any op¬ 
eration of the vessel under MSC 
charter would not be eligible for oper¬ 
ating-differential subsidy, and pay¬ 
back of construction-differential subsi¬ 
dy would be required pursuant to sec¬ 
tion 506 of the Act for such time as 
the vessel may engage in domestic 
trade. 

Any person, firm, or corporation 
having any interest (within the mean- 
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ing of section 805(a)) in such applica¬ 
tion and desiring to be heard on issues 
pertinent to section 805(a) and desir¬ 
ing to submit comments or views con¬ 
cerning the application must, by close 
of business on June 19, 1978, file same 
with the Secretary, Maritime Adminis¬ 
tration, in writing, in triplicate, to¬ 
gether with petition for leave to inter¬ 
vene which shall state clearly and con¬ 
cisely the grounds of interest, and the 
alleged facts relied on for relief. 

If no petitions for leave to intervene 
are received within the specified time 
or if it is determined that petitions 
filed do not demonstrate sufficient in¬ 
terest to warrant a hearing, the Mari¬ 
time Administration will take such 
action as may be deemed appropriate. 

In the event petitions regarding the 
relevant section 805(a) issues are re¬ 
ceived from parties withstanding to be 
heard, a hearing will be held, the pur¬ 
pose of which will be to receive evi¬ 
dence under section 805(a) relative to 
whether the proposed operations (a) 
could result in unfair competition to 
any person, firm, or corporation oper¬ 
ating exclusively in the coastwise or 
intercoastal service, or (b) would be 
prejudicial to the objects and policy of 
the Act relative to domestic trade op¬ 
erations. 

(Catalog of Federal Domestic Assistance 
Program No. 11.504 Operating-Differential 
Subsidies (ODS).) 

By order of the Assistant Secretary 
for Martime Affairs. 

Dated: June 7, 1978. 

James S. Dawson, Jr., 
Secretary . 

CFR Doc. 78-16241 Filed 6-12-78: 8:45 ami 


[ 3510 - 04 ] 

National Technical Information Service 
GOVERNMENT-OWNED INVENTIONS 
Availability for Licensing 

The inventions listed below are 
owned by the U.S. Government and 
are available for domestic and possibly 
foreign licensing in accordance with 
the licensing policies of the agency- 
sponsors. 

Copies of the patents cited are avail¬ 
able from the Commissioner of Pat¬ 
ents and Trademarks, Washington, 
D.C. 20231, for $0.50 each. Requests 
for copies of patents must include the 
patent number. 

Copies of the patent applications 
can be purchased from the National 
Technical Information Service (NTIS), 
Springfield Virginia 22161 for $4 ($8 
outside North American Continent). 
Requests for copies of patent applica¬ 
tions must include the Patent Applica¬ 
tion number. Claims are deleted from 
patent application copies sold to the 
public to avoid premature disclosure in 


the event of an interference before the 
Patent and Trademark Office. Claims 
and other technical data will usually 
be made available to serious prospec¬ 
tive licenses by the agency which filed 
the case. 

Requests for licensing information 
on a particular invention should be di¬ 
rected to the address cited for the 
agency-sponsor. 

Douglas J. Campion, 
Patent Program Coordinator, 
National Technical Informa¬ 
tion Service. 

U.S. Department of the Air Force, AF/ 
JACP, 1900 Half Street SW., Washing¬ 
ton. D.C. 20324. 

Patent application 850,325: Thinned With¬ 
drawal Weighted Surface Acoustic Wave 
Interdlgital Transducers; filed Nov. 10, 
1977. 

Patent app lication 864,065: Junction-Stor¬ 
age JFET Bucket-Brigade Structure; filed 
Dec. 23. 1977. 

Patent application 864,067: Nondestructive 
Testor for Fiberglass-Aluminum Honey¬ 
comb Structures: filed Dec. 23, 1977. 

Patent application 865.269: Precision Anten¬ 
na Alignment Procedure; filed Dec. 28, 
1977. 

Patent application 866.125: Simplified Plug- 
In Filter; filed Dec. 30. 1977. 

Patent application 866,186: Communication 
System Beamport Sidelobe Canceller; 
filed Dec. 30. 1977. 

Patent 4,070,655: Virtually Nonvolatile 
Static Random Access Memory Device; 
filed Nov. 5, 1976; patented Jan. 24. 1978; 
not available NTIS. 

Patent 4.070.709: Piecewise Linear Predic¬ 
tive Coding System: filed Oct 13, 1976; 
patented Jan. 24, 1978; not available 
NTIS. 

U.S. Department op Agriculture. Research 
Agreements and Patent Branch, Gener¬ 
al Services Division, Federal Building, 
Agricultural Research Service, Hyatts- 
ville, Md. 20782. 

Patent application 775.228: Control of Nem¬ 
atodes and Other Helminths; filed Mar. 7. 

1977. 

Patent application 873.570: Process for Pre¬ 
paring Mixed Bean Salads; filed Jan. 30 

1978. 

Patent application 873,573: Mini-Injector; 
filed Jan. 30. 1978. 

Patent application 875,049: Attractant for 
Male Mediterranean Fruit Fly; filed Feb. 
3. 1978. 

Patent 4,066,792: Method of Producing Soy¬ 
bean Milk Yoghurt; filed Sept. 22. 1976; 
patented Jan. 3. 1978; not available NTIS. 

U.S. Department op Health, Education, and 
Welfare, National Institutes of Health, 
Chief, Patent Branch, Westwood Build¬ 
ing, Bethesda, Md. 20014. 

Patent application 828,926: The Com¬ 
pounds, 4-Carboxyphthalato (1,2 Diamlno- 
cyclohexene) Platinum (II) and Alkali 
Metal Salts Thereof and its Use in Allevi¬ 
ating L1210 Murine Leukemia; filed Aug. 
29, 1977. 

Patent application 847,022: Parabolic Focus¬ 
sing Thermal Detector for Low Level Ul¬ 
trasonic Power Measurements; filed Oct. 
31, 1977. 

U.S. Department op the Navy, Assistant 
Chief for Patents. Office of Naval Re¬ 
search, Code 302, Arlington, Va. 22217. 


Patent application 833.216: Safing a Flueric 
Cartridge Initiator, filed Sept. 14. 1977. 

Patent application 843,760: Solar Energy 
Window; filed Oct. 20. 1977. 

Patent application 852.119: Underwater 
Self-Gripping Pile Cutting Device; filed 
Nov. 16. 1977. 

Patent application 852,126: Photographic 
Image Enhancement by Photofission; filed 
Nov. 16, 1977. 

Patent application 853.157: Fiber Optic 
Delay Line Filters; filed Nov. 21.1977. 

Patent application 853.777: Thoroidal Pol¬ 
isher. filed Nov. 21. 1977. 

Patent application 859.637: Single Filament 
Fiber Optic Cable Parting Tool; filed Dec. 
12. 1977. 

Patent application 863,840: Cryogenic Re¬ 
frigeration System; filed Dec. 23.1977. 

Patent application 864.417: Growth Tech¬ 
nique for Preparing Graded Gap Semicon¬ 
ductors and Devices; filed Nov. 24. 1976. 

Patent application 867,619: Radioiodine De¬ 
tector Based on Laser Induced Fluores¬ 
cence; filed Jan. 6. 1978. 

National Aeronautics and Space Adminis¬ 
tration, Assistant General Counsel for 
Patent Matters, NASA Code GP-2, 
Washington, D.C. 20546. 

Patent application 858.596: Over-under 
Double-Pass Interferometer; filed Dec. 8. 
1977. 

Patent application 858,767: Clutter Free 
Synthetic Aperture Radar Correlator, 
filed Dec. 8. 1977. 

Patent application 863.773: Method of Con¬ 
struction of a Multi-Cell Solar Array; filed 
Dec. 23. 1977. 

Patent application 878,542: Microwave Dich- 
roic Plate; filed Feb. 16. 1978. 

Patent 3,359,568: Helmet Feedport; filed 
Mar. 30, 1966; patented Dec. 26, 1967; not 
available NTIS. 

Patent 3,487,765: Protective Garment Venti¬ 
lation System: filed Oct. 6, 1966; patented 
Jan. 6. 1970; not available NTIS. 

Patent 3,488.771; Helmet Latching and At¬ 
taching Ring; filed Mar. 17, 1966; patented 
Jan. 13, 1970; not available NTIS. 

Patent 3,490,074: Restraining Mechanism; 
filed Oct. 6. 1966; patented Jan. 20 1970: 
not available NTIS. 

Patent 3.908.118: Cross Correlation Anom¬ 
aly Detection System; filed Feb. 27, 1973; 
patented Sept. 23, 1975; not available 
NTIS. 

Patent 3,909,602: Automatic Visual Inspec¬ 
tion System for Microelectronics; filed 
Sept. 27, 1973; patented Sept. 30. 1975; not 
available NTIS. 

Patent 4,053.231: Interferometer Mirror Tilt 
Correcting System; filed Dec. 18. 1975: 
patented Oct. 11, 1977; not available 
NTIS. 

Patent 4,055,041: Integrated Gas Turbine 
Engine-Nacelle; filed Nov. 3, 1975; patent¬ 
ed Oct. 25, 1977; not available NTIS. 

Patent 4.055,089: Semiconductor Projectile 
Impact Detector; filed Mar. 11, 1976; pat¬ 
ented Oct. 25. 1977; not available NTIS. 

Patent 4.055,147: Automatic Fluid Dispens¬ 
er. filed Oct. 8. 1975; patented Oct. 25. 
1977; not available NTIS. 

Patent 4,055,777: Window Comparator; filed 
Nov. 2. 1976; patented Oct. 25. 1977; not 
available NTIS. 

Patent 4.055,810: Independent Gain and 
Bandwidth Control of a Traveling Wave 
Maser, filed July 26, 1976; patented Oct. 
25. 1977; not available NTIS. 

Patent 4,065.053: Low Cost Solar Energy 
Collection System; filed July 24, 1975; pat¬ 
ented Dec. 27, 1977; not available NTIS. 
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Patent 4.068,763: Wrist Joint Assembly; 
filed July 26. 1976; patented Jan. 17, 1978; 
not available NTIS. 

Patent 4,069,661: Variable Mixer Propulsion 
Cycle; filed June 2, 1975; patented Jan. 24, 
1978; not available NTIS. 

Patent 4.070,574: Magnifying Image Intensi- 
fier; filed Apr. 28. 1976; patented Jan. 24. 
1978; not available NTIS. 

fPR Doc. 78-16242 Filed 6-12-78; 8:45 am] 


[ 3128 - 01 ] 

DEPARTMENT OF ENERGY 

ENERGY CONSERVATION PROGRAM FOR 
APPLIANCES 

Request for Information 

AGENCY: Department of Energy. 
ACTION: Notice. 

SUMMARY: The Department of 
Energy, by this notice, requests inter¬ 
ested persons to submit information 
concerning certain specified issues in¬ 
volved with the manufacture, pur¬ 
chase. and use of major household ap¬ 
pliances. 

DATE: Comments by July 26, 1978. 

ADDRESS: Comments to Office of 
Public Hearing Management, Box TR, 
Department of Energy, Room 2313, 
2000 M Street NW., Washington, D.C. 
20461. 

FOR FURTHER INFORMATION 
CONTACT: 

James A. Smith, Office of Consumer 
Products, Room 307, Old Post Office 
Building. 12th and Pennsylvania 
Avenue, NW., Washington, D.C. 
20461. 

SUPPLEMENTARY INFORMATION: 
The energy conservation program for 
appliances was established pursuant to 
Title III, Part B of the Energy Policy 
and Conservation Act (Act) (Pub. L. 
94-163), and is designed to encourage 
manufacturers to produce, and con¬ 
sumers to purchase, significantly more 
efficient appliances by 1980. This 
notice is directed to the named types 
of apliances covered by the act, which 
are: Refrigerators and refrigerator- 
freezers; freezers; dishwashers; clothes 
dryers; water heaters; room air condi¬ 
tioners; home heating equipment, not 
including furnaces; television sets; 
kitchen ranges and ovens; clothes 
washers; humidifiers and dehumidi¬ 
fiers: central air conditioners; and 
furnaces. 

Because of its continuing responsi¬ 
bilities under this program, the De¬ 
partment of Energy (DOE) intends to 
improve and update its sources of in¬ 
formation in order to insure its con¬ 
tinuing access to current and relevant 
data. Specifically, DOE intends to 
compile certain new data regarding 
the manufactur. purchase and use of 
appliances. By this notice, DOE invites 


interested parties to submit relevant 
written information covering the fol¬ 
lowing four areas: 

1. DOE is interested in receiving in¬ 
formation concerning the number of 
presently covered appliances is use by 
households, the efficiency of those ap¬ 
pliances (quantified and method of 
derivation explained), and average 
household use of those appliances, in 
terms of the number of loads per day, 
hours of use per day, average tempera¬ 
ture setting. British thermal units 
(Btu's) consumed per day, or other ap¬ 
propriate measure. DOE’S purpose in 
seeking this information is to assist its 
evaluation of current patterns of ap¬ 
pliance energy consupmtion in con¬ 
sumer households. 

2. DOE is presently evaluating a 
1977 survey performed by Market 
Facts, Inc., concerning present levels 
of appliance ownership and consumer 
attitudes toward the purchase of more 
efficient appliances. DOE is soliciting 
public comments to aid DOE in its 
own evaluation of the survey. DOE is 
particularly interested in comments 
concerning the statistical validity of 
this survey, and the clarity of the 
questions asked in the survey. Copies 
of the survey are available at DOE’s 
Freedom of Information Office, Room 
2107, Federal Building, 12th and Penn¬ 
sylvania Avenue NW., Washington, 
D.C., between the hours of 8 a.m. and 
4:30 p.m., Monday through Friday. 

3. DOE has a variety of responsibil¬ 
ities under the Act which are related 
to the economic condition of the appli¬ 
ance industry. DOE accordingly in¬ 
tends to develop a questionnaire to 
collect information on the economic 
performance and financial posture of 
appliance manufacturers. DOE invites 
suggestions from interested persons 
concerning the design of the question¬ 
naire. Comments are also sought on 
the information to be elicited by the 
questionnaire, such as profits, bond 
ratings, debt, and analysis of corporate 
balance sheets and income statements. 

4. DOE also invites any further 
public comments to aid in DOE’s ree¬ 
valuation of its technological and eco¬ 
nomic methodology described in 42 FR 
36648, July 1>. 1977. This effort re¬ 
flects DOE’s awareness that its meth¬ 
odology bears periodic reexamination 
and improvement whereever possible. 

Comments should be sent to the 
Office of Public Hearing Management, 
Box TR, Department of Energy, Room 
2313, 2000 M Street NW., Washington, 
D.C. 20461. Comments should be iden¬ 
tified on the outside of the envelope 
and on documents submitted to DOE 
with the designation “Household Ap¬ 
pliance Data and Analysis.” Fifteen 
copies should be submitted. All com¬ 
ments received by July 26, 1978, before 
4:30 p.m., e.d.t., will be considered. 

Any information or data considered 
by the person furnishing it to be confi¬ 


dential must be so identified and sub¬ 
mitted in writing, one copy only. DOE 
reserves the right to determine the 
confidential status of that information 
or data and to treat it accordingly. 

William P. Davis, 
Deputy director 
of Administration. 

[FR Doc. 78-16293 Filed 6-12-78; 8:45 am] 

[ 6740 - 02 ] 

Federal Energy Regulatory Commission 

[Docket No. CP78-342] 

COLORADO INTERSTATE GAS CO. 

Application 

June 5, 1978. 

Take notice that on May 22, 1978, 
Colorado Interstate Gas Co. (Appli¬ 
cant), P.O. Box 1087, Colorado 
Springs. Colo. 80944, filed in docket 
No. CP78-342 an application pursuant 
to section 7(b) of the Natural Gas Act 
for permission and approval to aban¬ 
don its Little Polecat purchase meter 
station and a 450-horsepower compres¬ 
sor all located in Park County, Wyo., 
all as more fully set forth in the appli¬ 
cation on file with the Commission 
and open to public inspection. 

Applicant indicates that the subject 
gas purchase facilities were construct¬ 
ed pursuant to its budget-type au¬ 
thorization issued in docket No. CP72- 
209, and that these facilities were in¬ 
stalled to receive natural gas from two 
wells controlled by Amoco. Applicant 
further indicates that since November 
1975, the metering and compressor fa¬ 
cilities have been idle, and that this 
situation encourages vandalism. As a 
result, the equipment has suffered 
some damage. Consequently, Appli¬ 
cant proposes to abandon, salvage, and 
return to stock the subject facilities. 
No change in service to Applicant’s 
customers would result because of the 
proposed abandonment, it is asserted. 

Any person desiring to be heard or 
to make any protest with reference to 
said application should on or before 
June 27, 1978, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the Commis¬ 
sion's rules of practice and procedure 
(18 CFR 1.8 or 1.10) and the regula¬ 
tions under the Natural Gas Act (18 
CFR 157.10). All protests filed with 
the Commission will be considered by 
it in determining the appropriate 
action to be taken but will not serve to 
make the protestants parties to the 
proceeding. Any person wishing to 
become a party to a proceeding or to 
participate as a party in any hearing 
therein must file a petition to inter¬ 
vene in accordance with the Commis¬ 
sion's rules. 

Take further notice that, pursuant 
to the authority contained in and sub- 
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ject to the jurisdiction conferred upon 
the Federal Energy Regulatory Com¬ 
mission, sections 7 and 15 of the Natu¬ 
ral Gas Act and the Commission’s 
rules of practice and procedure, a 
hearing will be held without further 
notice before the Commission on this 
application if no petition to intervene 
is filed within the time required 
herein, if the Commission on its own 
review of the matter finds that per¬ 
mission and approval for the proposed 
abandonment are required by the 
public convenience and necessity. If a 
petition for leave to intervene is 
timely filed, or if the Commission on 
its own motion believes that a formal 
hearing is required, further notice of 
such hearing will be duly given. 

Under the procedure herein pro¬ 
vided for, unless otherwise advised, it 
will be unnecessary for Applicant to 
appear or be represented at the hear¬ 
ing. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc. 78-16284 Filed 6-12-78; 8:45 am] 


[ 6740 - 02 ] 

[Docket No. RI78-55] 

EARL T. SMITH A ASSOCIATES, INC 
Petition For Special Relief 

June 5, 1978. 

Take notice that on April 24, 1978, 
Earl T. Smith & Associates, Inc. 
(Smith), 501 Amarillo National Bank 
Building, P.O. Box 9600, Amarillo, 
Tex. 79105, filed a petition for special 
relief pursuant to 18 CFR § 2.76 re¬ 
questing a rate of 85.52 cents per Mcf 
at 14.65 psia for the sale of its gas 
from the Barker No. 1-36L well in 
Beaver County, Okla., to Northern 
Natural Gas Co. This sale is presently 
being made pursuant to a contract 
dated November 18, 1963 under 

Smith’s certificate issued in docket No. 
CS71-31 and rate schedule No. 4 at a 
rate of 19 cents per Mcf at 14.65 psia. 

Smith states that price relief is nec¬ 
essary in order to purchase, install and 


operate compression equipment at an 
initial cost of $85,000, Smith’s well 
being presently unable to produce nat¬ 
ural gas in commercial quantities 
against the existing pressure of North¬ 
ern’s gathering line. Smith estimates 
that the remaining recoverable gas 
from the well’s spacing unit, which 
will result from the installation of the 
additional facilities, in 366,271 Mcf. 

Any person desiring to be heard or 
to make any protest with reference to 
said petition should on or before June 
27, 1978, file with the Federal Energy 
Regulatory Commission, Washington, 
D.C. 20426, a petition to intervene or a 
protest in accordance with the require¬ 
ments of the Commission’s rules of 
practice and procedure (18 CFR 1.8 or 
1.10). All protests filed with the Com¬ 
mission will be considered by it in de¬ 
termining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any party wishing to become a party 
to a proceeding, or to participate as a 
party in any hearing therein, must file 
a petition to intervene in accordance 
with the Commission’s Rules. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc. 78-16285 Filed 6-12-78; 8:45 am] 


[ 6740 - 02 ] 

[Docket Nos. G-3721, et al.] 

GETTY OIL COMPANY, ET AL 

Applications For Cortificatos, Abandonment of 
Service and Petitions To Amend Certificates 1 

June 2, 1978. 

Take notice that each of the Appli¬ 
cants listed herein has filed an appli¬ 
cation or petition pursuant to section 
7 of the Natural Gas Act for authori¬ 
zation to sell natural gas in interstate 


•This notice does not provide for consoli¬ 
dation for hearing of the several matters 
covered herein. 


commerce or to abandon service as de¬ 
scribed herein, all as more fully de¬ 
scribed in the respective applications 
and amendments which are on file 
with the Commission and open to 
public inspection. 

Any person desiring to be heard or 
to make any protest with reference to 
said applications should on or before 
June 29, 1978, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, petitions to 
intervene or protests in accordance 
with the requirements of the Commis¬ 
sion's rules of practice and procedure 
(18 CFR 1.8 or 1.10). All protests filed 
with the Commissidn will be consid¬ 
ered by it in determining the appropri¬ 
ate action to be taken but will not 
serve to make the protestants parties 
to the proceeding. Persons wishing to 
become parties to a proceeding or to 
participate as a party in any hearing 
therein must file petitions to intervene 
in accordance with the Commission’s 
rules. 

Take further notice that, pursuant 
to the authority contained in and sub¬ 
ject to the jurisdiction conferred upon 
the Federal Energy Regulatory Com¬ 
mission by sections 7 and 15 of the 
Natural Gas Act and the Commission’s 
rules of practice and procedure a hear¬ 
ing will be held without further notice 
before the Commission on all applica¬ 
tions in which no petition to intervene 
is filed within the time required 
herein if the Commission on its owm 
review of the matter believes that a 
grant of the certificates or the au¬ 
thorization for the proposed abandon¬ 
ment is required by the public conven¬ 
ience and necessity. Where a petition 
for leave to intervene is timely filed, or 
where the Commission on its owm 
motion believes that a formal hearing 
is required, further notice of such 
hearing will be duly given. 

Under the procedure herein pro¬ 
vided for, unless otherwise advised, it 
will be unnecessary for applicants to 
appear or to be represented at the 
hearing. 

Kenneth F. Plumb, 
Secretary. 


Docket No. and date filed 


Applicant 


Purchaser and location Price per 1.000 ft» Pressure base 


0-3721, D. May 17. 1978_ Getty Oil Co.. P.O. Box 1404. Houston. 

Tex. 77001. 


G-5985. C. May 18. 1978_... General American Oil Co. of Texas. Mead¬ 

ows Bldg.. Dallas. Tex. 75206. 


G-8817, et al. D. May 15. 
1978. 

G-10012. D. May 17. 1978. 


CI68-666, D. May 15. 1978.. 


Chevron U.S.A. Inc.. P.O. Box 7643. San 
Francisco. Calif. 94120. 

Coastal States Gas Producing Co.. 5 
Greenway Plaza East, Houston. Tex. 
77046. 

General American Oil Co. of Texas. Mead¬ 
ows Bldg.. Dallas. Tex. 75206. 


Texas Eastern Transmission Corp.. G. T. 
Roberts lease. South Tuleta field. Bee 
County, Tex. 

Mississippi River Transmission Corp., J. H. 
Mathewes No. 2 well (limited to produc¬ 
tion from the Hosston Sand) located in 
sec. 29-19N-2W. North Ruston field. Lin¬ 
coln Parish, La. 

Tennessee Gas Pipeline Co., various fields 
and various counties in Louisiana. 

Trunkline Gas Co., Hidalgo field area, Hi¬ 
dalgo County, Tex. 


Transcontinental Gas Pipe Line Corp., Ca- 
merlna SU "B" C. P. Zaunbrecher, No. 
A-l well, SE. Gueydan field. Vermilion 
Parish, La. 


Deleted to the extent that 
continuation of service is 
unwarranted, plugged and 
abandoned. 

(*) 


Certain leases relinquished.. 

Reserves depleted, wells 
plugged and abandoned 
and leases expired by 
their own terms. 

<«> 


15.025 
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Docket No. and date filed 


Applicant 


Purchaser and location 


Price per 1.000 ft • Pressure base 


CI75-633, C. May 22. 1978...... 

CI77-110. C. Apr. 7. 1978_ 


CI77-311, A. Dec. 19, 1977.... 
CI77-593, C. May 24. 1978.... 


Coastal States Gas Producing Co. (opera* 
tor) et aL 

Amoco Production Co., Security Life Bldg., 
Denver. Colo. 80202. 


CI78-394, C. May 15. 1978...... 

CI78-400. C. May 22. 1975_ 

CI78-772, A. May 12. 1978. 

CI78-773. A. May 15. 1978 ., 


Amoco Production Co___ 


CI78-774. A. May 16. 1978 . 


CI78-775 (CI70-1137). B. 

May 17, 1978. 

CJ78-776 (CI65-394), B. May 
17. 1978. 

CI78-777. A, May 17, 1978. 


CI78-778. A. May 18. 1978... 
CI78-779, A. May 18. 1978... 

CI78-780, A. May 18. 1978 ... 
C178-781. A. May 18. 1978... 


CI78-788. (CI69-1146). B. 
May 15. 1978. 

CI78-789. A. May 15, 1978 

CI78-791 (G-13968). B. May 
17. 1978. 


CI78-792, A, May 18. 1978 . 

CI78-793, A. May 18. 1978 . 
CI78-794, A. May 18. 1978 . 
CI78-795. A. May 18. 1978 .. 


MRT Exploration Co., 9900 Clayton Rd.. Mississippi River Transmission Corp.. T. G. 
St. Louis. Mo. 63124. Narr&more unit, Waskom field. Harrison 

County. Tex. 

Cities Service Co.. P.O. Box 300, Tulsa. Panhandle Eastern Pipe Line Co.. Chris* 
Okla. 74102. tensen "B” No. 1 and Federal *'AR" No. 1 

wells in Campbell County. Wyo. and Fed¬ 
eral • AH’* No. 1. Federal “AH’* No. 2 and 
Federal "AH” No. 3 wells in Johnson 
County. Wyo., limited to casinghead gas 

. of the Shannon formation. 

Trunkline Gas Co.. Alta Loma field. Gal¬ 
veston County. Tex. 

Panhandle Eastern Pipe Line Co., certain 
acreage located in Campbell County. 
Wyo. 

Ef Paso Natural Co.. Choza Mesa field. Rio 
Arriba County. N. Mex. 

El Paso Natural Gas Co., certain acreage 
located in the Blanco field. San Juan 
County. N. Mex. 

El Paso Natural Gas Co., certain acreage in 
the Nipp field. San Juan County. N. Mex. 
Transcontinental Gas Pipe Line Corp.. 
South Marsh Island area blocks 130 and 
131, offshore. La. 

Florida Gas Transmission Co.. Oakvale 
field area unit 6-6 well. Jefferson Davis 
County. Miss. 

Equitable Gas Co.. Arnett area. Braxton 
County. W. Va. 

El Paso Natural Gas Co.. Cha Cha Gallup 
field. San Juan County. N. Mex. 

Michigan Wisconsin Pipe Line Co., blocks 
A-332 and A-327. High Island area, in 
the Gulf of Mexico, offshore. Tex. 
Transco Gas Supply Co.. West Cameron 
area, block 436 field, offshore. La. 

El Paso Natural Gas Co., certain acreage In 
the AmackerTippett field. Upton 
County. Tex., limited to the Wolf camp 
and Strawn formations. 

El Paso Natural Gas Co., certain acreage in 
the Eidson Held. Lea County, N. Mex.. 
limited to the Morrow formation. 
Northern Natural Gas Co., blocks A-502. 
A-513. A-533, A-534. and A-571, High 
Island area, south addition; blocks A -297. 
A-298. and A-304 High Island area, east 
addition, south extension; and block A- 
130, Galveston area, south addition, all 
offshore. TexI33< ’). 

Transwestern Pipeline Co.. Henderson 
Deep unit, Winkler County. Tex. 

Mesa Petroleum Co.. P.O. Box 2009. Ama- El Paso Natural Gas Co.. Blanco-Pictured 
rillo. Tex. 79189. Cliffs field, San Juan County, N. Mex. 

Union Texas Petroleum, a division of El Paso Natural Gas Co.. Crosby-Devonian 
Allied Chemical Corp., P.O. Box 2120, field. Lea County, N. Mex. 

Houston. Tex. 77001. 


Amoco Production Co.. Security Life Bldg., 
Denver. Colo. 80202. 

Elf Aquitaine. Inc.. 950 Threadneedle. 

suite 200. Houston. Tex. 77079. 

Transco Exploration Co.. P.O. Box 1396, 
Houston. Tex. 77001. 

Florida Gas Exploration Co., P.O. Box 44. 
Winter Park. Fla. 32790. 

PaJeo. Inc., suite 205 May Ex Bldg.. 3022 
NW. Expressway. Oklahoma City. Okla. 
73112. 

Texaco. Inc.. P.O. Box 2100. Denver. Colo. 
80201. 

Ocean Production Co., et aL, P.O. Box 
61780. New Orleans. La. 70161. 

American Petrofina Co. of Texas (opera¬ 
tor). et al P.O. Box 2159. Dallas. Tex. 
75221. 

Cotton Petroleum Corp., 4200 1 Williams 
Center. Tulsa. Okla. 74103. 


Cotton Petroleum Corp....... 

American Petrofina Co. of Texas ... 


Exxon Corp., P.O. Box 2180, Houston. Tex. 
77001. 


(•) 

<»> 


<»> 

(*) 

< 4 > 

(•> 

(') 

<*) 

C 1 ) 


Bazzle Gas Co.’s Litigation 
with Equitable Gas Co. 

Depleted, plugged and 
abended. 

(•) 


(») 

<•) 

(•) 


14.65 

15.025 


14.65 

15.025 

14.65 

15.025 

14.73 

15.025 

15.025 


14.73 

14.73 

14.65 

14.65 

14.73 


Cotton Petroleum Corp.. 4200 One Wil¬ 
liams Center. Tulsa. Okla. 74103. 


Cotton Petroleum Corp-. 


CI78-796. A. May 19. 1978 „ 

CI78-797. A. May 19. 1978 . 
CI78-798. A. May 31, 1978 - 


CI78-799, A. May 21. 1978 _ 

CI78-800 (G-11899), B. May 
22. 1978. 


The Superior Oil Co., P.O. Box 1521. Hous¬ 
ton, Tex. 77001. 

Cotton Petroleum Corp....^......._..__ 


Getty Oil Co., P.O. Box 1404. Houston. 
Tex. 77001. 


Mobil Oil Corp.. 3 Greenway Plaza East, 
suite 800. Houston. Tex. 77046. 

Monsanto Co.. 1300 Post Oak Tower, 5051 
Westhelmer, Houston, Tex. 77056. 


The Superior Oil Co.. P.O. Box 1521. Hous¬ 
ton. Tex. 77001. 

C. F. Abendroth, suite 1500, Beck Bldg., 
Shreveport, La. 71101. 


Northern Natural Gas Co., certain acreage 
in the Hansford and Lipscomb Counties. 
Tex. 

Northern Natural Gas Co., certain acreage 
In Hansford County. Tex. 

Michigan Wisconsin Pipe Line Co.. West 
Cameron area, offshore. La, 

Arkansas Oklahoma Gas Corp.. certain 
acreage In the Paw Paw field, Sequoyah 
County, Okla. 

El Paso Natural Gas Co., certain acreage in 
the White City Penn field. Eddy County, 
N. Mex., limited to the Morrow forma¬ 
tion. 

Natural Gas Pipeline Co. of America, cer¬ 
tain acreage in the Tomball field. Harris 
County. Tex. 

Natural Gas Pipeline Co.. Morrow forma¬ 
tion underlying the Mayer No. 1 well lo¬ 
cated In sec. 24-T20S- R24E In Eddy 
County. N. Mex. and limited as to depth 
to the interval between 9.330 ft. and 
9,355 ft. as shown on Compensated Neu¬ 
tron Density Log dated Aug. 14. 1977, on 
the Mayer No. 1 well. 

Michigan Wisconsin Pipe Line Co.. West 
Cameron area, offshore, La, 

Trunkline Gas Co.. San Salvador (7.900 ft) 
Sand. Hidalgo County. Tex. 


Ceased production, plugged 
and abandoned and teases 
released. 

<‘> 

Leases under contract are 
nonproductive and have 
been released and gas 
purchase contract has 
been terminated. 


15.025 


<»> 

14.65 

(*> 

14.65 

(*) 

15.025 

<•> 

14.65 

<»> 

14.65 

(•) 

14.65 

<’> 

14.65 

<•) 

15.025 


<•) 
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Docket No. and date filed Applicant Purchaser and location Price per 1.000 ft* Pressure base 


078-801(0-11899), B. May J. T. Palmer, suite 1500. Beck Bldg.do--— <•) 

22. 1978. Shreveport. La. 71101. 


* Applicant is willing to accept the applicable national rate pursuant to opinion No. 770. as amended. 

1 Ceased production Dec. 5. 1976, plugged and abandoned June 15, 1977. There were no economically recoverable reserves remaining and lease expired to the 
extent of 0.96 acre. 

*On Apr. 14. 1977, Trunkline filed a proposed form of gas purchase contract which was renegotiated and the resulting contract filed about Dec. 12,1977. 

♦Applicant is filing under Gas Purchase Contract, dated Jan. 6, 1978, amended by amendment dated Apr. 15.1978. 

♦Applicant Is filing under Gas Purchase Contract, dated Jan. 6,1978, amended by amendment dated Apr. 22, 1978. 

•Applicant is willing to accept the applicable national rates pursuant to opinion Nos. 749-C and 770-A. as amended. 

T Applicant is filing under Gas Purchase Contract dated Mar. 1, 1978. 

•Reservoir depleted, last sales made was January 1971, plugged and abandoned Feb. 13. 1971, lease expired and reverted to owners. To owners knowledge, there 
are no recoverable reserves and there has not been additional exploratory efforts in the area and the lease was dropped and no additional activity will be undertak¬ 
en by the owner. 

Filing code: A—Initial service. B—Abandonment. C—Amendment to add acreage. D—Amendment to delete acreage. E—Succession. F—Partial succession. 


[ 6740 - 02 ] 

[Docket No. RI78-59] 

GIBSON DRILLING CO. 

Petition For Special Relief 

June 5, 1978. 

Take notice that on May 1, 1978, 
Gibson Drilling Co. (Petitioner), P.O. 
Drawer 1540, Kilgore. Tex. filed a peti¬ 
tion for special relief in Docket No. 
RI78-59 pursuant to section 2.76 of 
the Commission’s General Policy and 
Interpretations (18 CFR § 2.76) for the 
sale of natural gas from W. M. Tate 
699.36 Ac. Gas Unit, Penn-Griffith 
(Pettit) Field, Rusk County, Tex. to 
Natural Gas Pipe Line Co. of America. 

Petitioner currently receives 35 
cents per Mcf and requests a rate of 
$1.75 per Mcf for the sale of said gas. 
Petitioner plans to rework said well 
but without special relief, abandon¬ 
ment will result. 

Any person desiring to be heard or 
to make any protest with reference to 
said petition should on or before June 
27, 1978, file with the Federal Energy 
Regulatory Commission, Washington, 
D.C. 20426, a petition to intervene or a 
protest in accordance with the require¬ 
ments of the Commission's Rules of 
Practice and Procedure (18 CFR 1.8 or 
1.10). All protests filed with the Com¬ 
mission will be considered by it in de¬ 
termining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any party wishing to become a party 
to a proceeding, or to participate as a 
party in any hearing, therein, must 
file a petition to intervene in accord¬ 
ance with the Commission's Rules. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc. 78-16286 Filed 6-12-78; 8:45 ami 

[ 6740 - 02 ] 

[Docket Nos. CS78-445, et al.) 

GRAND BANKS ENERGY CO., ET AL 
Applications for “Small Producer” Certificates 1 

June 2, 1978. 

Take notice that each of the Appli¬ 
cants listed herein has filed an appli¬ 


* This notice does not provide for consoli¬ 
dation for hearing of the several matters 
covered herein. 


(FR Doc. 78-16100 Filed 6-12-78; 8:45 am] 


cation pursuant to Section 7(c) of the 
Natural Gas Act and Section 157.40 of 
the Regulations thereunder for a 
“small producer” certificate of public 
convenience and necessity authorizing 
the sale for resale and delivery of nat¬ 
ural gas in interstate commerce, all as 
more fully set forth in the applica¬ 
tions which are on file with the Com¬ 
mission and open to public inspection. 

Any person desiring to be heard or 
to make any protest with reference to 
said applications should on or before 
June 30, 1978, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, petitions to 
intervene or protests in accordance 
with the requirements of the Commis¬ 
sion's rules of practice and procedure 
(18 CFR 1.8 or 1.10). All protests filed 
with the Commission will be consid¬ 
ered by it in determining the appropri¬ 
ate action to be taken but will not 
serve to make the protestants parties 
to the proceeding. Persons wishing to 
become parties to a proceeding or to 
participate as a party in any hearing 
therein must file petitions to intervene 
in accordance with the Commission’s 
rules. 

Take further notice that, pursuant 
to the authority contained in and sub¬ 
ject to the jurisdiction conferred upon 
the Federal Energy Regulatory Com¬ 
mission by sections 7 and 15 of the 
Natural Gas Act and the Commission’s 
rules of practice and procedure, a 
hearing will be held without further 
notice before the Commission on all 
applications in which no petition to in¬ 
tervene is filed within the time re¬ 
quired herein if the Commission on its 
own review of the matter believes that 
a grant of the certificates is required 
by the public convenience and necessi¬ 
ty. Where a petition for leave to inter¬ 
vene is timely filed, or where the Com¬ 
mission on its own motion believes 
that a formal hearing is required, fur¬ 
ther notice of such hearing will be 
duly given. 

Under the procedure herein pro¬ 
vided for, unless otherwise advised, it 
will be unnecessary for Applicants to 
appear or be represented at the hear¬ 
ing. 

Kenneth F. Plumb, 

Secretary. 


Docket No., Date Filed, and Applicant 

CS78-445, May 11, 1978. Grand Banks 
Energy Co., 600 Gihls Tower West, Mid¬ 
land. Tex. 79701. 

CS78-446, May 11, 1978, Field Drilling Co., 
930 Milam Bldg., San Antonio, Tex. 78205. 

CS78-447, May 11, 1978, Homestake Oil & 
Gas Co., Sunburst, Mont. 59482. 

CS78-448, May 11. 1978, DS Gas Associates, 
Star Route 1, Box 29, Walton. W. Va. 
25286. 

CS78-449, May 11. 1978. Lomax Exploration 
Co., 256 North Belt East, Suite 252, Hous¬ 
ton. Tex. 77060. 

CS78-450. May 12, 1978, Buttonwood Petro¬ 
leum. Inc., 320 South Boston—Suite 2010, 
Tulsa. Okla. 74103. 

CS78-451, May 12. 1978, SCO Gas Quest, 
Inc., 880 Broad Street, Bridgeport, Conn. 
06609. 

CS78-452, May 12, 1978, James Noel. 515 
Rusk, Room 10501, Houston, Tex. 77002. 

CS78-453, May 12, 1978, Martha B. Bern- 
hard & C. Melvin. Bernhard. 2511 Poplar 
Crest Road, Louisville, Ky. 40207. 

CS78-454, May 15, 1978, Michael H. Walsh, 
508 Empire Savings Bldg., 650-17th St., 
Denver, Colo. 80202. 

CS78-455, May 15. 1978, Meritt B. Chastain, 
Jr.. 717 Commercial Natl. Bank Bldg., 
Shreveport, La. 71101. 

CS78-456. May 15, 1978, Mote Resources, 
Inc.. 330 Meadows Bldg.. Dallas, Tex. 
75206. 

CS78-457, May 16. 1978, John Henry Reetz, 
Jr., 222 E. 27th St.. Apt. No. 3, New York, 
N.Y. 10016. 

CS78-458, May 16. 1978, Lowry's Lease Man¬ 
agement. Inc., P.O. Box 1578, Liberal, 
Kans. 67901. 

CS78-459, May 16. 1978, Marden Producing 
Co., P.O. Box 2470, Evergreen. Colo. 
80429 

CS78-460. May 18. 1978, IUini Gas Co.. Inc., 
P.O. Box 3245, Springfield. Ill. 62701. 

CS78-461, May 17. 1978. E. W. Roberts & 
Monita I. Roberts, (Husband & Wife) 
d.b.a. •• R. & R. Gas Co., P.O. Box 2241. 
Kansas City. Kans. 66110. 

CS78-462, May 17. 1978. Irvin Abell Jr. 
M.D., Mockingbird Valley Road. Louis- 
viUe, Ky. 40207. 

CS78-463, May 17. 1978, T. C. Craighead & 
Co., P.O. Box 576, Ardmore, Okla. 73401. 

CS78-464, May 17. 1978, The First National 
Bank of Santa Fe. Trustee U/A Lamar 
Lunt, P-273, P.O. Box 609, Santa Fe. N. 
Mex. 87501. 

CS78-465. May 18. 1978. Escott & Ballinger. 
P.O. Box 864, Nowata. Okla. 74048. 

CS78-466. May 18. 1978, Jim T. Smith. 
Route 5. Box 181, Claremore. Okla. 74017 

CS78-467, May 18. 1978, Matt Insalaco, P.O. 
Box 762, Nowata, Okla. 74048. 
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CS78-468. May 18. 1978. Golden Eagle 
Energy of Oklahoma, Inc., P.O. Box 913, 
Nowata, Okla. 74048. 

CS78-460. May 21, 1978. B. G. Byars Estate. 
624 Citizens 1st Natl. Bank Bldg., Tyler. 
Tex. 75702. 

CS78-470, May 22. 1978. James P. Riggs. 

Box 33. Fredericksburg. Tex. 78624. 
CS78-471. May 22, 1978, Charles W. Young 
and Carl B. Young, d.b.a. Viling Oil & Gas 
Co.. Bomont. W. Va. 25030. 

CS78-472 May 22. 1978. William F. Grauten, 
1432 Denver Club Bldg., Denver. Colo. 
80202 

CS78-473, May 24. 1978, Gene Stalnaker. 

Inc.. Box 9. Letter Gap, W. Va. 25255. 
CS78-474. May 24, 1978, Sigma Energy 
Corp.. 6440 North Central Expressway, 
Dallas, Tex. 75206. 

CS78-475, May 25, 1978. Louis A. Gaz. 612 S. 
Bermont Ave.. Lafayette, Colo. 80026. 

[FR Doc. 78-16099 Filed 6-12-78; 8:45 am] 


[ 6740 - 02 ] 

[Docket Nos. RI77-124 et a 1.3 


THE MAURICE L. BROWN CO. 

Order Granting Special Relief and Permitting 
Intervention 

June 6. 1978. 

On October 1, 1977, pursuant to the 
provisions of the Department of 
Energy Organization Act (DOE Act), 
Pub. L. 95-91, 91 Stat. 565 (August 4, 
1977) and Executive Order No. 12009, 
42 FR 46267 (September 15, 1977), the 
Federal Power Commission ceased to 
exist and its functions and regulatory 
responsibilities were transferred to the 
Secretary and the Federal Energy 
Regulatory Commission (FERC) 
which, as an independent commission 
within the Department of Energy was 
activated on October 1. 1977. 

The “savings provisions” of section 
705(b) of the DOE Act provide that 
proceedings pending before the FPC 
on the date the DOE Act takes effect 
shall not be affected and that orders 
shall be issued in such proceedings as 
if the DOE Act had not been enacted. 
All such proceedings shall be contin¬ 
ued and further actions shall be taken 
by the appropriate component of DOE 
now responsible for the functions 
under the DOE Act and regulations 
promulgated thereunder. The func¬ 
tions which are the subject of these 
proceedings were specifically trans¬ 
ferred to the FERC by section 
402(a)(1) of the DOE Act. 

The joint regulation adopted on Oc¬ 
tober 1, 1977, by the Secretary and the 
FERC entitled “Transfer of Proceed¬ 
ings to the Secretary of Energy and 
the FERC” 10 CFR—. provided that 
this proceeding would be continued 
before the FERC. The FERC takes 
action in this proceeding in accordance 
with the above mentioned authorities. 


During the month of September, 
1977, 1 The Maurice L. Brown Co. 
(Brown), a small producer, filed peti¬ 
tions for special relief in the above- 
captioned dockets pursuant to section 
2.76 of the Commission’s 2 Statements 
of General Policy and Interpretations. 
In all the petitions filed except that in 
Docket No. RI77-125, Brown requests 
authorization to charge and collect 
rates ranging from 97.45 cents per Mcf 
to 194.03 cents per Mcf for sales of gas 
from wells located in the Bethany 
Field, Harrison and Panola Counties, 
Tex. to United Gas Pipe Line Co. 
(United). In Docket No. RI77-125. 
Brown as operator, requests a rate in¬ 
crease to 97.45 cents per Mcf for the 
sale of the 100 percent working inter¬ 
est of Leslie Oil and Gas Co. (Leslie) in 
production from the Strackeljohn Gas 
Unit No. 1, Finney County, Kans. to 
Northern Natural Gas Co. (Northern). 

Notices of Brown’s petitions for spe¬ 
cial relief were issued by the Commis¬ 
sion 3 and were published in the Feder¬ 
al Register. United filed timely peti¬ 
tions to intervene in all the original 
petitions for special relief in which 
United was the purchaser. In those in¬ 
stances in which amended petitions 
were filed, they were noticed by the 
Commission and published in the Fed¬ 
eral Register. 4 

Except for the gas covered by 
Docket No. RI77-125, the sales of the 
subject gas are being made pursuant 
to Brown’s small producer certificate 
issued in Docket No. CS72-950 under a 
contract with United dated July 16, 
1974. The gas dedicated to Northern in 
Docket No. RI77-125 is being sold pur¬ 
suant to Leslie’s small producer certifi¬ 
cate issued in Docket No. CS73-472 
under a contract dated April 30, 1955. 

Only the petition filed in Docket No. 
RI77-127 qualifies for special relief 


'Brown’s petitions for special relief in 
Docket Nos. RI77-124 and RI77-125 were 
filed on September 1. 1977; the petitions for 
special relief in Docket Nos. RI77-126 and 
RI77-127 were filed on September 6, 1977; 
petition for special relief in Docket No. 
RI77-130 was filed on September 9. 1977. 
and the petition for special relief in Docket 
No. RI77-135 was filed on September 19, 
1977. 

’Prior to October 1, 1977, “The Commis¬ 
sion” refers to the Federal Power Commis¬ 
sion; subsequent thereto, it refers to the 
Federal Energy Regulatory Commission. 

’RI77-124—Notice of petition issued on 
Sept. 30. 1977; RI77-125—Notice of petition 
issued on Sept. 30, 1977; RI77-126—Notice 
of petition issued on Sept. 29, 1977; RI77- 
127—Notice of petition issued on Sept. 28, 
1977; RI77-130—Notice of petition issued on 
Sept. 29, 1977; RI77-135—Notice of petition 
issued on Oct. 19, 1977. 

♦RI77-124—Notice of amended petition 
issued on Feb. 7. 1978; RI77-125—Notice of 
amended petition issued on Feb. 7. 1978; 
RI77-127—Notice of amended petition 
issued on Feb. 17, 1978; RI77-130—Notice of 
amended petition issued on Feb. 14, 1978. 


pursuant to section 2.76 since this is 
the only petition in which Brown pro¬ 
poses any additional investment. The 
remaining petitions qualify for treat¬ 
ment pursuant to section 2.56b(h), 
out-of-pocket costs. 


DOCKET NO. RI77-124 

On January 31, 1978, Brown filed an 
amended petition requesting $1.2074 
per Mcf 5 for gas from the Sneed Gas 
Units Nos. 1 and 2, Harrison County. 
Tex. 

Brown states that it is uneconomical 
to continue producing gas from the 
Sneed Gas Units No. 1 and 2 at the 
current base rate of 70 cents per Mcf. 
Although no new investment is pro¬ 
posed, Brown avers that special relief 
is necessary to avoid premature aban¬ 
donment of the estimated gross re¬ 
maining reserves of 107,462 Mcf recov¬ 
erable over the remaining seven year 
productive life. Based on data filed by 
the Applicant, it is estimated that op¬ 
erating expenses will total $103,049 
over the seven year remaining life. 
Staff has conducted an out-of-pocket 
cost study, utilizing the above costs 
and reserves. The results of this study 
indicate that Brown’s requested rate 
of $1.2074 per Mcf is cost supported. 


DOCKET NO. RI77-126 

Brown requests the authority to 
charge $1.9403 per Mcf 6 for gas from 
the Ruby Russel Gas Unit No. 1. Har¬ 
rison County, Tex. 

Although no new investment is pro¬ 
posed, Brown contends that special 
relief is necessary to avoid premature 
abandonment of the estimated re¬ 
maining gross reserves of 43,788 Mcf 
recoverable over the remaining ten 
year productive life. Based on data 
filed by Brown, it is estimated that op¬ 
erating expenses will total $72,316 
over the ten year remaining life. Staff 
has conducted an out-of-pocket cost 
study utilizing the above costs and re¬ 
serves. The results of this study indi¬ 
cate that the requested rate of $1.9403 
per Mcf is cost supported. 


DOCKET NO. RI77-127 

On January 31, 1978, Brown filed an 
amended petition requesting $1.2931 
per Mcf 7 for gas from the Blocker- 
Fultz Gas Unit No. 1. Harrison 
County, Tex. 


6 In their original petition. Brown request¬ 
ed a rate of $1.8469 per Mcf for the sale of 
this gas. The present rate collected for said 
gas is 70 cents per Mcf. 

‘The current base rate for said gas if 70 
cents per Mcf. 

7 In their original petition. Brown request¬ 
ed a rate of $1.5986 per Mcf for the sale of 
this gas. The current base rate collected for 
said gas is 70 cents per Mcf. 
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Applicant proposes to workover the 
subject well at a total investment of 
$21,560. It is anticipated that the ex¬ 
penditure will enable Brown to recover 
the remaining estimated 134,533 Mcf 
of gross reserves over the estimated 
ten year productive life. Based on data 
filed by the Applicants, Staff has de¬ 
termined that Brown has no remain¬ 
ing net book investment. Staff exam¬ 
ined Applicant’s current and historical 
operating expenses and estimated 
future expenses will total $86,938 over 
the ten years of estimated life remain¬ 
ing. Staff employed the above costs 
and reserves in a traditional cost 
study. The results of this study indi¬ 
cate that the requested rate of $1.2931 
is cost supported. 

DOCKET NO. RI77-130 

On January 31, 1978, Brown filed an 
amended petition requesting $1.3257 
per Mcf 8 for gas from the Newton- 
Whiteside Gas Unit No. 1, Harrison 
County, Tex. 

Brown states that it is uneconomical 
to continue producing gas from the 
Newton-Whiteside Gas Unit No. 1 at 
the current base rate of 70 cents per 
Mcf. Although no new investment is 
proposed. Applicant asserts that spe¬ 
cial relief is necessary to avoid prema¬ 
ture abandonment of the estimated 
gross remaining reserves of 87,600 Mcf 
of gas and 451 Bbls. of liquids produc¬ 
ible over the estimated ten year pro¬ 
ductive life. Based on data filed by the 
Applicants, it is estimated that operat¬ 
ing expenses will total $79,478 over the 
ten year remaining life. Staff has con¬ 
ducted an out-of-pocket cost study uti¬ 
lizing the above costs and reserves. 
The results of this study indicate that 
the requested rate of $1.3257 per Mcf 
is cost supported. 

DOCKET NO. RI77-135 

Brown requests the authority to 
charge $1.3394 per Mcf • for gas from 
the Purrh-Cooper Gas Unit No. 1, 
Panola County, Tex. 

Although no new investment is pro¬ 
posed, Brown avers that special relief 
is necessary to avoid premature aban¬ 
donment of the estimated gross re¬ 
maining reserves of 24,090 Mcf recov¬ 
erable over the remaining four year 
productive life. Based on data filed by 
Brown, it is estimated that operating 
expenses will total $30,675 over the 
four year remaining life. Staff has 
conducted an out-of-pocket cost study 
utilizing the above costs and reserves. 
The results indicate that the request¬ 
ed rate of $1.3394 per Mcf is cost sup¬ 
ported. 


•In their original petition. Brown request¬ 
ed a rate of $2,333 per Mcf for the sale of 
this gas. 

•The current base rate for said gas is 70 
cents per Mcf. 


DOCKET NO. RI77-125 

On January 31, 1978, Brown filed an 
amended petition for Leslie requesting 
97.45 cents per Mcf 10 for gas from the 
Strackeljohn Gas Unit No. 1, Finney 
County, Kans. to Northern Natural 
Gas Co. (Northern). 

Brown operates the subject well for 
Leslie and states that it is uneconomi¬ 
cal to continue producing gas from the 
Strackeljohn Gas Unit No. 1 at the 
current rate of 27.29 cents per Mcf. 
Applicant contends that special relief 
is necessary to avoid premature aban¬ 
donment of the estimated gross re¬ 
maining reserves of 54,212 Mcf produc¬ 
ible over the estimated nine years of 
productive life. Based on data filed by 
Brown, it is estimated that operating 
expenses will total $40,187 over the 
nine year remaining life. Staff has 
conducted an out-of-pocket cost study 
utilizing the above costs and reserves. 
The results of this study indicated 
that the requested rate is supported. 

GENERAL 

Upon consideration of the data sub¬ 
mitted in the above-mentioned dockets 
and Staff’s analysis thereof, we con¬ 
clude that Brown’s petitions for spe¬ 
cial relief should be gi anted. 

The Commission finds: The petitions 
for special relief filed by Brown in 
Docket Nos. RI77-124, RI77-125, 

RI77-126, RI77-130 and RI77-135 

meet the criteria set forth in section 
2.56b(h) of the Commission’s General 
Policy and Interpretations. The peti¬ 
tion for special relief filed by Brown in 
Docket No. RI77-127 meets the crite¬ 
ria set forth in section 2.76 of the 
Commission’s General Policy and In¬ 
terpretations. 

The Commission orders: (A) The pe¬ 
titions for special relief filed by Brown 
in Docket Nos. RI77-126 and RI77-135 
are granted. The amended petitions 
for special relief filed by Brown in 
Docket Nos. RI77-124, RI77-125, 

RI77-127, and RI77-130 are granted. 

(B) Brown is authorized to collect 
the following rates at 14.65 psia for 
the sale of gas to United: 

Sneed No. 1 Well. 120.74 cents per Mcf. 
Sneed No. 2 Well. 120.74 cents per Mcf. 

Ruby Russel No. 1 Well, 194.03 cents per 

Mcf. 

Blocker-Fultz No. 1 Well. 129.31 cents per 

Mcf. 

Newton-Whiteside No. 1 Well. 132.57 cents 

per Mcf. 

Furrh-Cooper No. 1 Well, 133.94 per Mcf. 

Brown is authorized to collect the 
following rate at 14.65 psia for the sale 
of gas to Northern: 

Strackeljohn No. 1 Well. 97.45 cents per 

Mcf. 

(C) The rate authorized in Ordering 
Paragraph (B) above for the Blocker- 


10 Applicant requested $1.5879 per Mcf in 
its original petition for special relief. 


Fultz No. 1 well is effective as of the 
date of this order or the date of the 
completion of the proposed work, 
whichever is later, subject to the fol¬ 
lowing conditions: Brown must file, 
within 30 days of the effective date, a 
statement signed by United setting 
forth the date the proposed work has 
to be completed to its satisfaction and 
subject to the conditions set forth in 
Paragraph (e), below; 

(D) The rates authorized in Order¬ 
ing Paragraph (B) above for the Sneed 
No. 1, Sneed No. 2. Strackeljohn No. 1, 
Ruby Russel No. 1, Newton-Whiteside 
No. 1, and Furrh-Cooper No. 1 are ef¬ 
fective as of the date of this order, 
subject to the conditions set forth in 
Paragraph (E) below; 

(E) Within 30 days of the date of is¬ 
suance of this order, Brown must file 
(1) an amended contract signed by 
Brown and United providing for the 
payment of the rate approved and (2) 
a notice of independent producer rate 
change for each well for which special 
relief is hereby granted. 

(F) United Is permitted to intervene 
in the above-entitled proceeding, sub¬ 
ject to the Rules and Regulations of 
the Commission; Provided, however , 
that its participation shall be limited 
to matters affecting asserted rights 
and interests specifically set forth in 
its petition for leave to intervene; and 
Provided, further, that the admission 
of United in the manner provided 
shall not be construed as recognition 
by the Commission that United might 
be aggrieved because of any order or 
orders entered in this proceeding, and 
that United agrees to accept the 
record as it now stands. 

By the Commission. 

Lois D. Cashell, 
Acting Secretary . 

IFR Doc. 78-16292 Filed 6-12-78; 8:45 am) 


[ 6740 - 02 ] 

[Docket No. CI77-497 et al.) 

MESA PETROLEUM CO, ET AL 

Order Amending Prior Order To Rescind Escrow 
Requirement and Permit Collection of No¬ 
tional Rate and Dismissing Application for 
Rehearing 

Issued June 6, 1978. 
On November 16, 1977, we issued an 
order in these proceedings granting 
Mesa Petroleum Co. (Mesa) a certifi¬ 
cate of public convenience and necessi¬ 
ty to sell gas to Tennessee Gas Pipe¬ 
line Co. (Tennessee) from Block 31. 
South Timbalier Area offshore Louisi¬ 
ana (Federal Domain) at the national 
rate provided in Opinion No. 770, as 
amended. Such order provided, inter 
alia, that this rate be reduced by a car¬ 
rying charge for certain advance pay¬ 
ments made by Tennessee to Mesa at- 
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tributoble to Block 31.' On December 
16, 1977, Mesa filed an application for 
rehearing of the November 16 order, 

(1) objecting to imposition of the car¬ 
rying charge, and in the alternative, if 
(1) is denied, (2 requesting greater 
specificity regarding such carrying 
charge. On January 16, 1977, we grant¬ 
ed rehearing solely for purposes of 
further consideration. 

On March 8, 1978, Mesa filed an 
amendment to its application for re¬ 
hearing stating that it and Tennessee 
have reached “an agreement under 
which Tennessee has agreed not to in¬ 
clude in its rate base either the install¬ 
ment advance payments currently in 
question or any future installment ad¬ 
vance payments required under their 
existing advance payment agreement.” 

Similarly, on April 17, 1978, Tennes¬ 
see filed a response to our November 
16, 1977, order in which it stated: 

Subsequent to the November 16. 1977, 
order, Tennessee and Mesa entered into ne¬ 
gotiations to revise the advance payment 
agreement applicable to South Timbalier 31. 
Those negotiations resulted in an amend¬ 
ment to the advance payment agreement* * 
and conversion of post-November 5, 1976, 
advance payments to Mesa into a nonjuris- 
dictional loan by Tennessee to Mesa. Ten¬ 
nessee also agreed to remove from its rate 
base any amounts advanced to Mesa since 
November 5, 1976.* 

Based on the foregoing, both Mesa 
and Tennessee request that we amend 
our November 16 order to rescind all 
conditions therein relating to the im¬ 
position of a carrying charge credit on 
sales by Mesa from South Timbalier 
31. 

The actions of the parties described 
above obviate the need for any carry¬ 
ing charges to be deducted from the 
purchase gas costs payable by Tennes¬ 
see for gas certificated in this proceed¬ 
ing and for Tennessee to escrow any 
port ion of such costs. 

The Commission orders: (A) Based 
on the actions of the parties set out in 
the body of this order, our order 
herein issued November 16, 1977, is 
hereby amended to rescind the follow¬ 
ing portions thereof: 

(1) The last phrase or Ordering 
Paragraph (A) which reads “and fur¬ 
ther subject to Paragraph (B) below," 


‘Under Opinion No. 770-A, slip op. at 149- 
153, a producer is required to reduce the 
price for gas committed under any advance 
payment made on or after 1 p.m., e.s.t., No¬ 
vember 5. 1976. by the cost of the advance 
borne by consumers. 

* Tennessee filed the amendment to the 
advance payment agreement with the Com¬ 
mission on March 15, 1978. 

* Accordingly, the cost of service underly¬ 
ing the Stipulation and Agreement filed by 
Tennessee on February 24, 1978. in Docket 
Nos. RP75-13, et al. does not reflect the in¬ 
clusion of the post-November 5. 1976. ad¬ 
vances to Mesa in Tennessee’s rate base, and 
Tennessee will not include such advance in 
its rate base in the final disposition of 
Docket No. RP77-62. 


(2) All of Ordering Paragraph (B). 

(3) All of Ordering Paragraph (C). 

(4) All of Ordering Paragraph (F), 
and 

(5) The last sentence of Ordering 
Paragraph (K). 

(B) In all other respects, the terms 
and conditions of the order issued No¬ 
vember 16, 1977, in Docket No. CI77- 
497, et al., remain in full force and 
effect. 

(C) Mesa’s application for rehearing 
herein, filed December 16, 1977, and 
amended March 8, 1978, is hereby dis¬ 
missed as moot and this proceeding is 
terminated. 

By the Commission. 

Lois D. Cashell, 
Acting Secretary. 
fFR Doc. 78-16287 Filed 6-12-78: 8:45 am] 
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[Docket No. CI78-7041 

MITCHELL ENERGY CORP. 

Petition for Declaratory Order 

June 5. 1978. 

Take notice that on April 28, 1978, 
Mitchell Energy Corp. (Mitchell), 3900 
One Shell Plaza. Houston, Tex. 77002 
filed a petition for declaratory order 
pursuant to section 1.7(c) of the Com¬ 
mission’s rules of practice and proce¬ 
dure. Mitchell is seeking to remove an 
uncertainty with regard to sales of gas 
from 17 wells in the Wise County area 
of Texas. 

Specifically, Mitchell requests that 
the Commission issue an order finding 
that the natural gas produced by it 
from 17 wells in the Wise County area 
was not dedicated in interstate com¬ 
merce to Natural Gas Pipeline Co. of 
America (Natural) under a 1954 gas 
purchase contract and certificate au¬ 
thorization issued to Mitchell in 
Docket No. G-4283, Opinion No. 299. 
Under the provisions of the gas con¬ 
tract, if a well did not meet certain 
standards and was rejected by Natural, 
the well and the surrounding acreage 
were released from the contractual 
provisions, allowing Mitchell to sell 
the production of these wells to third 
parties. Mitchell states that the 17 
wells in question were never connected 
by Natural because of the distance 
from Natural’s gathering system or 
the marginal producing characteristics 
of the w r ells. 

Any person desiring to be heard or 
to make any protest with reference to 
said petition should on or before June 
27. 1978, file with the Federal Energy 
Regulatory Commission, Washington, 
D.C. 20426, a petition to intervene or a 
protest in accordance with the require¬ 
ments of the Commission’s rules of 
practice and procedure (18 CFR 1.8 or 
1.10). All protests filed with the Com¬ 
mission will be considered by it in de¬ 


termining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any party wishing to become a party 
to a proceeding, or to participate as a 
party in any hearing therein, must file 
a petition to intervene in accordance 
with the Commission's rules. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc. 78-16288 Filed 6-12-78: 8:45 am] 


[ 6740 - 02 ] 

[Docket No. ER77-277] 

PENNSYLVANIA POWER CO. 

Order Denying Appeal From Ruling of 
Administrative Law Judge 

issued June 6. 1978. 

On October 1, 1977. pursuant to the 
provisions of the Department of 
Energy Organization Act (DOE Act), 
Pub. L. 95-91, 91 Stat. 565 (August 4, 
1977) and Executive Order No. 12009, 
42 FR 46267 (September 15, 1977), the 
Federal Power Commission ceased to 
exist and its functions and regulatory 
responsibilities were transferred to the 
Secretary of Energy and the Federal 
Energy Regulatory Commission 
(FERC) which, as an independent 
commission within the Department of 
Energy, was activated on October 1, 
1977.* 

The “savings provisions" of section 
705(b) of the DOE Act provide that 
proceeings pending before the FPC on 
the date the DOE Act takes effect 
shall not be affected and that orders 
shall .be issued in such proceedings as 
if the DOE Act had not been enacted. 
All such proceedings shall be contin¬ 
ued and further actions shall be taken 
by the appropriate component of DOE 
now responsible for the function 
under the DOE Act and regulations 
promulgated thereunder. The func¬ 
tions which are the subject of this pro¬ 
ceeding were specifically transferred 
to the FERC by section 402(a)(1) or 
402(a)(2) of the DOE Act. 

The joint regulation adopted on Oc¬ 
tober 1, 1977 by the Secretary and the 
FERC entitled “Transfer of Proceed¬ 
ings to the Secretary of Energy and 
the FERC," 10 CFR --. provided that 
this procee ding would be continued 
before the FERC. The FERC takes 
action in this proceeding in accordance 
with the above mentioned authorities. 

Background 

At issue in this order is the correct¬ 
ness of the February 9, 1978 ruling of 
the administrative law judge directing 
the Pennsylvania Boroughs * to 


’The “Commission" when used in the con¬ 
text of an action taken prior to October 1. 
1977, refers to the FPC; when used other¬ 
wise, the reference is to the FERC. 

a The Boroughs of Ellwood Cijy, Grove 
City, New Wilmington. Wampum and Ze- 
lienople. Pa., intervenors. 
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comply with a data request of the 
Pennsylvania Power Co. dated Sep¬ 
tember 23. 1977. The data request con¬ 
sists of thirty-seven items and pertains 
primarily to the ’‘price squeeze" issues 
raised by the Boroughs in their April 
20. 1977 petition to intervene, which 
was granted by the FPC on September 
2. 1977. The Boroughs filed their 
appeal on April 7, 1978, pursuant to 
Section 1.28 of the Rules of Practice 
and Procedure. Answers opposing the 
appeal were filed by Commission Staff 
Counsel and Penn on April 24. 1978, 
and April 26, 1978, respectively. To 
allow sufficient time for consideration 
of the Boroughs’ appeal we issued a 
Notice of Intent to Act on May 5. 
1978. 3 On May 19, 1978, the Boroughs 
filed a Reply to the answers of Staff 
and Penn. 

The present controversy arose out of 
Penn’s filing on April 1, 1977 of a pro¬ 
posed wholesale rate increase of 
$1,317,600 to its Municipal Resale 
Class customers (the five Boroughs). 
The prehearing conference began on 
September 20. 1977, and Penn submit¬ 
ted the data request in controversy on 
September 23, 1977. The Boroughs 
filed responses to the data request on 
November 10, 15 and 16, 1978. These 
responses are included as Appendices 
B. C and D to the Boroughs appeal. 
The Judge found that the responses 
were not adequate and ordered the 
production of documents and data as 
called for in the data request. The 
data request is included as Appendix A 
to the appeal. 

Discussion 

Section 1.28(a) of the Rules of Prac¬ 
tice and Procedure provides that ap¬ 
peals from rulings of an administrative 
law judge may not be taken "during 
the course of hearings or conferences 
except in extraordinary circumstances 
where prompt decision by the Com¬ 
mission is necessary to prevent detri¬ 
ment to the public interest." 4 This 
Commission has repeatedly held that 
the burden upon the appellant in 
meeting the extraordinary circum¬ 
stances requirement is "stringent." 5 
However, alleged serious disruption of 
service was found to constitute ex¬ 
traordinary circumstances in Boston 
Edison Company . 6 In the instant 


•Otherwise, the appeal would have been 
deemed denied by operation of law upon the 
expiration of 30 days after the filing. Sec¬ 
tion 1.28(c), Rules of Practice and Proce¬ 
dure. 

«18 CFR § 1.28(a). 

•Order Denying Appeal From Ruling of 
the Presiding Administrative Law Judge on 
Procedural Dates, Commonwealth Edison 
Company. Docket No. E-9002 (November 23, 
1977); Order Granting Appeals Prom Evi¬ 
dentiary Ruling of Presiding Administrative 
Law Judge, Otter Tail Power Company, 
Docket Nos. ER77-5 and E-8152 (April 13. 
1978.) 

•Order Denying in Part and Granting in 
Part Appeal From Evidentiary Ruling of 


appeal and at various times in the 
course of the February 9, 1978 pre- 
hearing conference, counsel for the 
Boroughs have argued that compli¬ 
ance with the judge’s ruling w j ould se¬ 
riously hamper the ability of the Bor¬ 
oughs to provide uninterrrupted serv¬ 
ice to their customers. Counsel have 
alleged that some of the Boroughs 
have only part-time assistance availa¬ 
ble for getting together the required 
data. 7 In the context of this appeal, 
however, such circumstances are not 
extraordinary and w r ould not seem to 
impose an unreasonable burden on the 
Boroughs. The administrative law 
judge has ordered that the Boroughs 
turn over to Penn the requested docu¬ 
ments as they are developed in the 
course of the Boroughs’ preparation of 
their own prima facie price squeeze 
case. He did not order the immediate 
production of documents. 8 Parties 
cannot litigate complex price squeeze 
cases without undertaking burdens. 
We cannot say at this time that the 
judge’s disposition of the matter is un¬ 
fairly burdensome. 

The only remaining factor which 
might constitute extraordinary cir¬ 
cumstances is the Boroughs’ argument 
that the judge’s directive to comply 
with the data request prior to the 
filing of the Boroughs* prima facie 
case contravenes the principles and 
procedures set forth in Order No. 563.® 
The thrust of Order No. 563 is toward 
the expedition of price squeeze cases. 
Although Order No. 563 does not ex¬ 
pressly address the question raised by 
the Boroughs’ appeal, close examina¬ 
tion shows that nothing in Order No. 
563 would preclude the discovery pro¬ 
cedure ordered by the judge. Order 
No. 563 does not prevent an applicant 
utility from discovering an interven- 
or’s documents prior to the filing of 
the intervenor’s prima facie case. The 
Boroughs have not shown that their 
case will be prejudiced by compliance 
with the judge’s ruling. 

This disposition of the matter is in 
accord with our holding in Boston 
Edison Company , supra, p. 3, where 
we determined that the "Option to 
Produce Business Records" rule was 
available to the intervening Towtis 
when the burden of deriving the re¬ 
quested information was substantially 
the same for both parties, by analogy 
to Rule 33(c) of the Federal Rules of 
Civil Procedure. We believe that at 
present there is a lesser burden upon 
the Boroughs, as they are in the proc¬ 
ess of preparing their prima facie case 


Administrative Law Judge. Boston Edison 

Company, Docket No. ER76-90 (December 

29. 1977). 

7 Tr. 253. 

•Tr. 326. 

•Order Prescribing a New Section 2.17 of 
the Commission’s General Policy and Inter¬ 
pretations and Terminating Rulemaking, 
Docket No. RM76-29 (March 21, 1977). 


and could easily comply with the 
judge’s ruling. 

The Commission finds: The Bor¬ 
oughs have not shown extraordinary 
circumstances which would justify 
consideration of their appeal. 

The Commission orders: The appeal 
of the Pennsylvania Boroughs of Ell- 
wood City, Grove City, New Wilming¬ 
ton. Wampum, and Zelienople from 
the February 9, 1978 ruling of the ad¬ 
ministrative law judge directing the 
Boroughs to comply with the Pennsyl¬ 
vania Power Co.’s September 23, 1977 
data request is hereby denied. 

By the Commission. 

Lois D. Cashell, 
Acting Secretary. 

[FR Doc. 78-16289 Filed 6-12-78; 8:45 am) 


[ 6740 - 02 ] 

[Project No. 2729) 

PRATTSVILLE PUMPED STORAGE PROJECT 

Availability of Staff Draft Environmental 
Impact Statement , 

Applicant: Power Authority of the 
State of New York. 

Notice is hereby given in the cap¬ 
tioned project, that on or about June 
13, 1978, as required by section 2.81(b) 
of Commission Order No. 415-C, a 
draft environmental impact statement 
prepared by the staff of the Federal 
Energy Regulatory Commission was 
made available for comments. This 
statement deals with the environmen¬ 
tal impact of the proposed 1,000 MW 
Prattsville pumped storage project, lo¬ 
cated on Schoharie Creek, a tributary 
of the Mohawk River, in the towns of 
Gilboa and Conesville (Schoharie 
County). Prattsville (Greene County), 
and Roxbury (Delaware County), N.Y. 

This statement has been circulated 
for comments to Federal, State, and 
local agencies, has been placed in the 
public files of the Commission, and is 
available for public inspection both in 
the Commission’s Office of Public In¬ 
formation, Room 1000, 825 North Cap¬ 
itol Street NE.. Washington, D.C. 
20426, and at its New York regional 
office located at 26 Federal Plaza. New 
York. N.Y. 10007. Copies may be or¬ 
dered from the Commission’s Office of 
Public Information, Washington. D.C. 
20426. 

Any person who wishes to do so may 
file comments on the staff draft state¬ 
ment for the Commission’s considera¬ 
tion. All comments must be filed on or 
before August 1, 1978. 

Any person who wishes to present 
evidence regarding environmental 
matters in this proceeding must file 
with the Commission a petition to In¬ 
tervene pursuant to section 1.8 of the 
Commission’s rules of practice and 
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procedure. Petitioners must also file 
timely comments on the draft state¬ 
ment in accordance with section 
2.81(c) of Order No. 415-C. 

All petitions to intervene must be 
filed on or before August 1, 1978. 

Kenneth F. Plumb, 
Secretary 

[FR Doc. 78-16469 Filed 6-12-78; 8:45 am] 


[ 6740 - 02 ] 

(Docket No. CP76-520] 

TEXAS GAS TRANSMISSION CORP. 

Petition To Amend 

June 6, 1978. 

On October 1, 1977, pursuant to the 
provisions of the Department of 
Energy Organization Act (DOE Act), 
Pub. L. 95-91, 91 Stat. 565 (August 4, 
1977), and Executive Order No. 12009, 
42 FR 46267 (September 15. 1977), the 
Federal Power Commission ceased to 
exist and its functions and regulatory 
responsibilities were transferred to the 
Secretary of Energy and the Federal 
Energy Regulatory Commission 
(FERC) which, as an Independent 
commission within the Department of 
Energy, was activated on October 1, 
1977. 

The “savings provisions" of section 
705(b) of the DOE Act provided that 
proceedings pending before the FPC 
on the date the DOE Act takes effect 
shall not be affected and that orders 
shall be issued in such proceedings as 
if the DOE Act had not been enacted. 
All such proceedings shall be contin¬ 
ued and further actions shall be taken 
by the appropriate component of DOE 
now responsible for the function 
under the DOE Act and regulations 
promulgated thereunder. The func¬ 
tions which are the subject of this pro¬ 
ceeding were specifically transferred 
to the FERC by section 402'a)(l) of 
the DOE Act. 

The joint regulations adopted on Oc¬ 
tober 1, 1977, by the Secretary and the 
FERC entitled “Transfer of Proceed¬ 
ings to the Secretary of Energy and 

the FERC,” 10 CFR -, provided 

that this proceeding would be contin¬ 
ued before the FERC. The FERC 
takes action in this proceeding in ac¬ 
cordance with the above mentioned 
authorities. 

Take notice that on May 17, 1978, 
Texas Gas Transmission Corp. (Peti¬ 
tioner). P.O. Box 1160, Owensboro, 
Ky. 42301, filed in Docket No. CP76- 
520 a petition to amend the order of 

December 22. 1976 (56 FPC -) 

issued by the Federal Power Commis¬ 
sion in the instant docket pursuant to 
section 7(c) of the Natural Gas Act 
and section 2.79 of the Commission’s 
General Policy and Interpretations (18 
CFR 2.79) so as to authorize Petitioner 
to transport natural gas for The Ana¬ 


conda Co., Wire and Cable Division 
(Anaconda) for an additional 2 year 
period, all as more fully set forth in 
the application on file with the Com¬ 
mission and open to public inspection. 

It is indicated that pursuant to the 
FPC order of December 22, 1976, Peti¬ 
tioner was authorized in the instant 
docket to transport, on an interrupt¬ 
ible basis, and deliver a volume of nat¬ 
ural gas to Louisville Gas and Electric 
Co. (Louisville) for ultimate delivery 
by Louisville to the La Grange Plant 
of Anaconda, which plant is located in 
La Grange, Ky. It is further indicated 
that the natural gas which Petitioner 
is presently transporting for Anaconda 
is produced from certain leasehold in¬ 
terests presently owned or controlled 
by Par Oil Corp. (Par) in the Athens 
Field, Claiborne Parish, La. Anacon¬ 
da’s gas purchase contract will expire 
by its own terms on June 30, 1978, it is 
said. 

Pursuant to an agreement dated 
April 17. 1978, between Petitioner and 
Anaconda, Petitioner has agreed to 
provide transportation for Anaconda 
for an extended 2-year term. Petition¬ 
er states that the volumes of natural 
gas which it proposes to transport for 
Anaconda for the extended term, com¬ 
mencing July 1, 1978, would be sup¬ 
plied by the American Producing Divi¬ 
sion of Atlantic Richfield Co. (Atlantic 
Richfield) under an intercompany- 
transfer arrangement. The subject gas 
would be produced from the Katy 
Field, located in Waller, Harris, and 
Ft. Bend Counties, Tex. Anaconda is a 
wholly-owned subsidiary of Atlantic 
Richfield. It is stated that such gas 
would be delivered to Petitioner for 
Anaconda’s account by Transcontinen¬ 
tal Gas Pipe Line Corp. (Transco), at 
an existing point of exchange between 
Petitioner and Transco, located near 
Mamou, Evangeline Parish, La., or at 
other mutually agreeable existing 
points of exchange between Petitioner 
and Transco. Petitioner indicates that 
it would simultaneously redeliver the 
volumes of gas received from Transco 
up to 270 Mcf per day to its existing 
point or points of delivery with Louis¬ 
ville, for ultimate delivery by Louis¬ 
ville to Anaconda’s La Grange, Ky., 
plant. 

Petitioner states that it would retain 
10.34 percent of the volumes received 
for transportation as makeup for com¬ 
pressor fuel and line loss, which per¬ 
centage was calculated on a increment¬ 
al basis for pipeline throughput to and 
within the rate zone in which the de¬ 
livery by Petitioner would be made, 
i.e.. Zone 4. Petitioner further states 
that it would collect an initial charge 
of 30.36 cents per Mcf for all volumes 
of natural gas delivered to Louisville 
for the account of Anaconda. 

Any person desiring to be heard or 
to make any protest with reference to 
said petition to amend should on or 


before June 27, 1978, file with the Fed¬ 
eral Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the Commis¬ 
sion’s rules of practice and Procedure 
(18 CFR 1.8 or 1.10) and the regula¬ 
tions under the Natural Gas Act (18 
CFR 157.10). All protests filed with 
the Commission will be considered by 
it in determining the appropriate 
action to be taken but will not serve to 
make the protestants parties to the 
proceeding. Any person wishing to 
become a party to a proceeding or to 
participate as a party in any hearing 
therein must file a petition to inter¬ 
vene in accordance with the Commis¬ 
sion's rules. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc. 78-16290 Filed 6-12-78; 8:45 am] 


[ 6740 - 02 ] 

[Docket No. RI78-39] 

TEXASGULF INC 
Petition for Declaratory Order 

June 5.1978. 

Take notice that on March 9, 1978. 
supplemented April 24, 1978, Texas- 
gulf Inc. (Texasgulf), 1100 Milam 
Building, 31st Floor, Houston, Tex. 
77002 filed in Docket No. RI78-39 a 
petition pursuant to section 1.7 of the 
Commission’s rules of practice and 
procedure (18 CFR §1.7) requesting 
that the Commission issue such order 
and grant such w f aivers of its rules and 
regulations as are necessary to declare 
that Texasgulf’s reserve dedications 
have discharged one-half of its refund 
obligation owed Michigan Wisconsin 
Pipe Line Co. (Mich.-Wis.) as of 
August 1. 1971. and all of its refund 
obligation owned Columbia Gas Trans¬ 
mission Corp. (Columbia) as of August 
1, 1971. 

Texasgulf states that as a respon¬ 
dent in Docket No. AR69-1, and in ac¬ 
cordance with Ordering Paragraph 
(G) of Opinion No. 598, Texasgulf sold 
gas produced from the Jeanerett 
(North) Field, St. Mary Parish, La., to 
Mich.-Wis. under Texasgulf’s FPC gas 
rate schedule No. 2. During the period 
from October 1, 1968, to January 1, 
1971, Texasgulf collected rates which 
were, in part, subject to the refund 
and discharge provisions of Opinion 
No. 598. Texasgulf itself owned Mich.- 
Wis. $10,723.45, including principal 
and interest, as of August 1, 1971. Tex¬ 
asgulf further states that during the 
period between August 1, 1971, and 
June 21, 1974, Texasgulf dedicated far 
more than enough new gas reserves in 
the southern Louisiana area to inter¬ 
state sales to completely offset its 
refund obligation. 

As to Columbia, Texasgulf’s refund 
obligation as of May 1, 1978, is 
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$3,497.16 owed as of August 1, 1971, 
plus Interest from that date of May 1, 
1978, of $1,652.42, totalling $5,149.58. 
Texasgulf further states that its dedi¬ 
cation and delivery of new gas to the 
interstate market will offset all of its 
obligation to Columbia. 

Texasgulf states that the reason for 
the petition filed herein is that it ap¬ 
peared to Texasgulf that Order No. 
428, by its express terms, did not re¬ 
quire any small producer to file a 
refund report or notice of election as 
to how refund obligations would be 
discharged and Texasgulf did not file 
those items. Nor did Texasgulf file 
either the supplemental refund re¬ 
ports mentioned in the November 7, 
1972, order in Docket No. AR69-1, or 
the form described in Ordering Para¬ 
graph (D) of Opinion No. 598. Texas¬ 
gulf is now unsure whether it should 
have filed the refund report and 
notice of election on November 1, 1971, 
or not in order to obtain the appropri¬ 
ated credit against its refund obliga¬ 
tion from its additional gas dedica¬ 
tions. 

Texasgulf recites the benefits re¬ 
ceived by the interstate market as a 
result of its dedication of substantial 
new reserves thereto and requests that 
the Commission declare that Texas- 
gulf’s reserve dedications have dis¬ 
charged one-half of its refund obliga¬ 
tion owed Mich.-Wis. and all of its 
refund obligation owed Columbia as of 
August 1, 1971, and that if Texasgulf 
was incorrect in believing that it was 
exempt from the above stated require¬ 
ments that the commission should, in 
the exercise of its powers and discre¬ 
tion, waive that filing requirement as 
to Texasgulf because imposition of 
such a technical rule under these cir¬ 
cumstances would be grossly inequita¬ 
ble and not of any meaningful benefit 
to any other party. 

Any person desiring to be heard or 
to make any protest with reference to 
said petition should on or before June 
26, 1978, file with the Federal Energy 
Regulatory Commission. Washington, 
D.C. 20426, a petition to intervene or a 
protest in accordance with the require¬ 
ments of the Commission’s rules of 
practice and procedure (18 CFR 1.8 or 
1.10). All protests filed with the Com¬ 
mission will be considered by it in de¬ 
termining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any party wishing to become a party 
to a proceeding, or to participate as a 
party in any hearing therein, must file 
a petition to intervene in accordance 
with the Commission’s rules. 

Kenneth F. Plumb, 
Secretary. 

CFR Doc. 78-16291 Filed 6-12-78; 8:45 ami 


[ 6560 - 01 ] 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL 911-3] 

CLEAN AIR ACT AND FEDERAL WATER 
POLLUTION CONTROL ACT 

List of Violating Facilities 

Pursuant to section 306 of the Clean 
Air Act (42 U.S.C. 1857(h)). section 508 
of the Federal Water Pollution Con¬ 
trol Act (33 U.S.C. 1368) and Executive 
Order 11738, EPA has been authorized 
to provide certain prohibitions and re¬ 
quirements concerning the administra¬ 
tion of the Clean Air Act and Federal 
Water Pollution Control Act with re¬ 
spect to Federal contracts, grants, or 
loans. On April 16. 1975, regulations 
implementing the requirements of the 
statutes and the Executive order were 
promulgated in the Federal Register 
(see 40 CFR Part 15. 40 FR 17124, 
April 16, 1975). Section 15.20 of the 
regulations provides for the establish¬ 
ment of a list of violating facilities 
which will reflect those facilities ineli¬ 
gible for use in nonexempt Federal 
contracts, grants, or loans. 

The representatives of any facility 
under consideration for listing are af¬ 
forded the opportunity to, appear at a 
listing proceeding conducted by the 
Director, Office of Federal Activities. 
Listing occurs when the Director de¬ 
termines there is adequate evidence of 
noncompliance with clean air or water 
standards. Federal. State, and local 
criminal convictions, civil adjudica¬ 
tions, and administrative findings of 
noncompliance may serve as a basis 
for consideration of listing. However, 
in the case of a State or local civil ad¬ 
judication or administrative finding, 
EPA may consider listing only at the 
request of the Governor. 

The list of violating facilities is con¬ 
tained in two sublists Sublist 1 in¬ 
cludes those facilities listed on the 
basis of a conviction under section 
113(c)(1) of the Clean Air Act or sec¬ 
tion 309(c) of the Federal Water Pollu¬ 
tion Control Act. Sublist 2 includes 
those facilities listed on the basis of: 
any injunction, order, judgment, 
decree, or other form of civil ruling by 
a Federal, State, or local court issued 
as a result of noncompliance; or on the 
basis of noncompliance with an order 
under section 113(a) of the Clean Air 
Act or section 309(a) of the Federal 
Water Pollution Control Act; or 
having given rise to the initiation of 
court action under section 113Cb) of 
the Clean Air Act or section 309(b) of 
the Federal Water Pollution Control 
Act; or having been subjected to equiv¬ 
alent State or local proceedings to en¬ 
force clean air or water standards. 

No agency in the executive branch 
of Government shall enter into, renew, 
or extend any nonexempt contract. 


subcontract, grant, subgrant, loan, or 
subloan where a facility listed would 
be utilized for the purposes of any 
such agreement. 

The purpose of this notice is to 
remove from sublist 2 the facility of 
Velsicol Chemical Corp., Bayport, Tex. 

Pursuant to this authority, the Di¬ 
rector, Office of Federal Activities, 
U.S. Environmental Protection 
Agency, certifies that the following fa¬ 
cilities are on the list of violating fa¬ 
cilities as of June 5. 1978. The list of 
violating facilities will be revised peri¬ 
odically as any listings or delistings 
occur. 

List of Violating Facilities 

Sublist 1: Allied-Chemical Corp., 
Semet-Solvay Division, Ashland, Ky. 

Sublist 2: ITT Rayonier, Inc., Fer- 
nandina Beach. Fla. 

Dated: June 5. 1978. 

William D. Dickerson, 
Acting Director, 
Office of Federal Activities. 

CFR Doc. 78-16488 Filed 6-12-78; 9:20 ami 


[ 6560 - 01 ] 

COPP-40006A; FRL 892-4] 

DEPARTMENT OF DEFENSE 

Approval of Fedoral Agency Plan for the Cer¬ 
tification of Applicators of Restricted Use 
Pesticides 

Under authority of section 4(a)(1) of 
the Federal Insec ticide , Fungicide, and 
Rodenticide Act (FIFRA), as amended 
[7 U.S.C. 136b(a)(l)], the Administra¬ 
tor of the Environmental Proection 
Agency (EPA) published a Notice of 
Intent to Recognize Federal Agency 
Certification of Federal Employees to 
Apply Resricted Use Pesticides (Notice 
of Intent). This Notice was published 
in the Federal Register on August 19. 
1977 (42 FR 41907). 

In accordance with the terms of the 
August 19 Notice of Intent, any Feder¬ 
al agency desiring to certify its em¬ 
ployees to use restricted use pesticides 
in the performance of their duties 
must submit a plan descibing its certi¬ 
fication program to EPA for approval. 
Any Federal agency program approved 
by EPA shall be maintained in accord¬ 
ance with the Federal agency plan. 

On November 10. 1977, notice was 
publihsed in the Federal Register (42 
FR 58564) of the intent of the Admin¬ 
istrator, EPA, to approve the Depart¬ 
ment of Defense Plan for the Certifi¬ 
cation of Pesticide Applicators [DOD 
Plan]. That notice Included a sum¬ 
mary of the DOD Plan. Copies of the 
plan were made available for public in¬ 
spection at; 

Armed Forces Pest Control Board. Forest 
Glen Section. Walter Reed Army Medical 
Center. Executive Secretary, Washington, 
D.C. 20012, phone 202-427-5191. 
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U.S. Environmental Protection Agency, 
Office of Pesticide Programs <WH-57), 
Rm. 2709. 401 M Street SW.. Washington, 
D.C. 20460. phone 202-755-0356. 

U.S. Environmental Protection Agency, 
Region I, John F. Kennedy Bldg., Rm. 
2113. Boston. Mass. 02203, phone 617-223- 
5777. 

U.S. Environmental Protection Agency, 
Region II. 26 Federal Plaza. New York, 
N.Y. 10007. phone 212-264-8359. 

U.S. Environmental Protection Agency. 
Region III, Curtis Building. 6th and 
Walnut Streets, Rm. 3323. Philadelphia. 
Pa. 19106. phone 215-597-9869. 

U.S. Environmental Protection Agency, 
Region IV, 345 Courtland Street NE.. Rm. 
204. Atlanta, Ga. 30308, phone 404-881- 
3621. 

U.S. Environmental Protection Agency. 
Region V. Federal Office Building. 230 
South Dearborn Street, Chicago, Ill. 
60604. phone 312-353-2192. 

U.S. Environmental Protection Agency. 
Region VI, 1201 Elm Street, First Interna¬ 
tional Bldg. 28th floor. Dallas. Tex. 75270, 
phone 214-749-1121. 

U.S. Environmental Protection Agency. 
Region VII. 1735 Baltimore Avenue. 1st 
floor, Kansas City, Mo. 64108, phone 816- 
374-3036. 

U.S. Environmental Protection Agency. 
Region VIII, 1860 Lincoln Street, Suite 
900. Denver, Colo. 80295, phone 303-837- 
3926. 

U.S. Environmental Protection Agency, 
Region IX, 215 Fremont Street. 5th floor, 
San Francisco. Calif. 94105, phone 415- 
556-3352. 

U.S. Environmental Protection Agency, 
Region X, 1200 Sixth Avenue. Rm. 11C, 
Seattle, Wash. 98101, phone 206-442-1090. 

Public comments were received from 
four organizations. Those comments 
pertinent to the approval of the DOD 
Plan are discussed below. 

One commenter criticized various as¬ 
pects of the certification standards 
and of the commerical applicator cate¬ 
gories established by Federal regula¬ 
tions at 40 CFR 171.3-171.6, and their 
incorporation, in part, by the DOD 
Plan. While the standards and catego¬ 
ries established by those rules may be 
subjected to modification as experi¬ 
ence is gained in this area, any change 
at this time would be unwarranted. 
Furthermore, the Department’s action 
is consistent with the requirements 
imposed by 40 CFR 171.7(e)(1) on 
States submitting certification plans. 
Therefore, incorporation of these 
standards and categories in the DOD 
Plan is entirely appropriate. 

Three commenters objected to ap¬ 
proval of the DOD Plan on the 
grounds that enforcement of the plan 
and the law upon which it is based 
would primarily be the responsibility 
of the Department rather than the 
States where DOD activities take 
place. EPA does not agree that this 
facet of the DOD program must result 
in rejection of the plan. Under most 
State plans approved by EPA. States 
have enforcement responsibilities over 
State employees analogous to that to 
be exercised by DOD over its employ¬ 


ees. Also, in cases where a Federal 
agency does not voluntarily comply 
with State certification plans, as men¬ 
tioned in the Notice of Intent, it is 
probable that the States do not have 
sufficient authority to adequately en¬ 
force their certification requirements 
against employees of that agency who 
are engaged in the use of pesticides as 
part of their official duties. Therefore, 
exercise of enforcement responsibil¬ 
ities by the Department complements 
limited State authority in matters 
which would otherwise be within the 
exclusive jurisdiction of EPA enforce¬ 
ment officials. For these reasons, the 
Agency believes that approval of the 
DOD Plan will not create an enforce¬ 
ment conflict between DOD and the 
States, but will instead ensure a more 
comprehensive and effective enforce¬ 
ment system. 

On a related issue, one commenter 
noted that, in the DOD Plan, right of 
entry onto Department installations 
by appropriate State or Federal offi¬ 
cials is permitted only after “sufficient 
advance ntoification” is given. The 
commenter expressed concern that 
making right of entry onto DOD in¬ 
stallations contingent upon advance 
notification will work an inequity 
against individuals who are subject to 
inspection without prior notice under 
approved State plans. In response to 
this comment, it should be noted that 
a State under an approved State plan 
is merely required to have authority to 
enter “by consent or warrant/’ [See 40 
CFR 171.7(b)(l)(iii)(C).] EPA imposes 
no requirement for right of entry 
without prior notice and has approved 
several State plans containing provi¬ 
sions analogous to that described in 
the DOD Plan. In addition, DOD has 
submitted a letter of explanation to 
EPA stating that the “advance notifi¬ 
cation” requirement was established 
“for military security reasons” which 
make it advisable that inspectors “con¬ 
tact the installation commander prior 
to entry.” (Copies of this letter will be 
attached to the DOD Plan and will be 
available for public inspection.) There¬ 
fore, the Department’s provision for 
“advance notification” is consistent 
with Federal regulations governing 
State plans, and is not unfair to those 
individuals who are regulated by 
States which choose not to require 
notice prior to entry. 

Several commenters expressed con¬ 
cern that EPA approval of the DOD 
Plan would adversely affect DOD 
policy toward contracting with com¬ 
mercial pest control firms. One con¬ 
cern is that approval of the plan 
might result in the Department de¬ 
creasing or eliminating its reliance on 
commercial firms for the performance 
of pest control on DOD property. 
EPA’s approval of the DOD Plan is in¬ 
tended solely to allow DOD employ¬ 
ees, certified by the Department, to 


use restricted use pesticides in the 
course of their official duties, in com¬ 
pliance with the requirements of 
FIFRA. Any change of DOD policy 
with regard to the use of commercial 
pest control services is a matter pri¬ 
marily within Department discretion 
and irrelevant to EPA’s responsibility 
or decision to approve the DOD Plan. 

A related concern expressed by these 
commenters is that approval of the 
DOD Plan might lead the Department 
to require further demonstrations of 
competency by commercial applicators 
certified by the States, prior to utiliz¬ 
ing the services of such applicators. 
Although such a contracting policy 
would also be within the Department’s 
discretion and irrelevant to EPA’s con¬ 
sideration of the approvability of the 
plan itself, DOD has taken steps to al¬ 
leviate this concern. At its own initia¬ 
tive, the Department is revising DOD 
Directive 4150.7 to provide that certifi¬ 
cation by States with approved plans 
will be accepted by DOD as a suffi¬ 
cient demonstration of the competen¬ 
cy of certified applicators working 
under contract. 

One commenter questioned facts 
presented by the Department relating 
to the need for a DOD certification 
program. Although the Agency has no 
reason to question the validity of 
DOD’s assertion of need, it should be 
noted that a showing of need is not re¬ 
quired of any State or Federal agency 
seeking EPA approval. In every case, it 
is assumed that the decision to devel¬ 
op a plan is made by the State or Fed¬ 
eral agency with due regard to its own 
policies, administrative resources, and 
other uniquely relevant factors. This 
decision can only be made by the State 
or agency involved, not by EPA. 

In a related matter, it was argued 
that a Federal agency certification 
program unnecessarily duplicates 
State certification programs, thereby 
creating an unnecessary burden on the 
taxpayer. This comment presents sub¬ 
stantially the same question as that 
raised by the commenters who claimed 
that the Department had failed to 
show the necessity for approval of its 
plan. As discussed in the preceding 
paragraph, the necessity for establish¬ 
ing Federal a gency plans is not a 
matter which FIFRA requires EPA to 
consider. However, as previously 
stated in this notice, EPA has already 
concluded that potential limitations 
on State enforcement authority over 
Federal agencies which do not volun¬ 
tarily submit to State certification 
programs is substantial justification 
for some form of Federal agency certi¬ 
fication. Therefore, EPA does not 
agree that approval of such Federal 
programs is an unnecessary or waste¬ 
ful use of Federal resources. 

It has been determined by EPA that 
the DOD Plan satisfies the require¬ 
ments of section 4(a)(1) of the amend- 
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ed FIFRA and the Federal Register 
Notice of Intent of August 19, 1977. 
Accordingly, the DOD Plan is ap¬ 
proved. 

The DOD Plan will remain available 
for public inspection at the Armed 
Forces Pest Control Board and the 
EPA offices listed in this Notice. 

Pursuant to section 4(d) of the Ad¬ 
ministrative Procedure Act, 5 U.S.C. 
553(d), the Agency finds that there is 
good cause for providing that the ap¬ 
proval granted herein to the DOD 
Federal Agency Plan shall be effective 
immediately. This Agency’s approval 
of the DOD Federal Agency Plan cre¬ 
ates no direct or immediate obligations 
on DOD employees or other persons 
using restricted use pesticides in the 
conduct of official DOD activities. Any 
delay in carrying out the work neces¬ 
sary to implement the plan, as might 
be occasioned by providing some later 
effective date for this approval, is in¬ 
consistent with the public interest. Ac¬ 
cordingly. this approval shall become 
effective immediately. 

Dated: June 7, 1978. 

Douglas M. Costle, 
Administrator. 

[FR Doc. 78-16319 Filed 6-12-78: 8:45 am) 


16560 - 01 ] 

(OPP—33000/547 and 548; FRL 910-81 

RECEIPT OF APPLICATION FOR PESTICIDE 
REGISTRATION 

Data To Be Considered in Support of 
Applications 

On November 19, 1973, the Environ¬ 
mental Protection Agency (EPA) pub¬ 
lished in the Federal Register (39 FR 
31862) its interim policy with respect 
to the administration of section 
3(cXl)(D) of the Federal Insecticide, 
Fungicide, and Rodenticide Act 
(FIFRA), as amended [“Interim Policy 
Statement”). On January 22, 1976, 
EPA published in the Federal Regis¬ 
ter a document entitled “Registration 
of a Pesticide Product—Consideration 
of Data by the Administrator in Sup¬ 
port of an Application” [41 FR 3339). 
This document described the changes 
in the Agency’s procedures for imple¬ 
menting section 3(c)(1)(D) of FIFRA, 
as set out in the Interim Policy State¬ 
ment which were effected by the en¬ 
actment of the amendments to FIFRA 
on November 28, 1975 [Pub. L. 94-140], 
and the regulations governing the reg¬ 
istration and reregistration of pesti¬ 
cides which became effective on 
August 4, 1975 [40 CFR Part 162). 

Pursuant to the procedures set forth 
in these Federal Register documents, 
EPA hereby gives notice of the appli¬ 
cations for pesticide registration listed 
below. In some cases these applica¬ 
tions have recently been received; in 
other cases, applications have been 


amended by the submission of addi¬ 
tional supporting data, the election of 
a new method of support, or the sub¬ 
mission of new “offer to pay” state¬ 
ments. 

In the case of all applications, the la¬ 
beling furnished by the applicant for 
the product will be available for in¬ 
spection at the Environmental Protec¬ 
tion Agency, Room 209, East Tower, 
401 M Street SW., Washington, D.C. 
20460. In the case of applications sub¬ 
ject to the section 3 regulations which 
utilize either the 2(a) or 2(b) method 
of support specified in the Interim 
Policy Statement, all data citations 
submitted or referenced by the appli¬ 
cant in support of the application will 
be made available for inspection at the 
above address. This information (pro¬ 
posed labeling and. where applicable, 
data citations) will also be supplied by 
mail, upon request. However, such a 
request should be made only when cir¬ 
cumstances make it inconvenient for 
the inspection to be made at the 
Agency offices. 

Any person who (a) is or has been an 
applicant, (b) believes that data he de¬ 
veloped and submitted to EPA on or 
after January 1, 1970, are being used 
to support an application described in 
this notice, (c) desires to assert a claim 
under section 3(c)(1)(D) for such use 
of his data and wishes to preserve his 
right to have the Administrator deter¬ 
mine the amount of reasonable com¬ 
pensation to which he is entitled for 
such use of the data, or (d) wishes to 
assert confidential status under sec¬ 
tion 10 for his data, must notify the 
Administrator and the applicant 
named in the notice in the Federal 
Register of his claim by certified mail. 
Notification to the Administrator 
should be addressed to the Product 
Control Branch, Registration Division 
(WH-567), Office of Pesticide Pro¬ 
grams, Environmental Protection 
Agency. 401 M St. SW.. Washington, 
D.C. 20460. Every such claimant must 
include, at a minimum, the informa¬ 
tion listed in the Interim Policy State¬ 
ment of November 19, 1973. 

Specific questions concerning appli¬ 
cations made to the Agency should be 
addressed to the designated Product 
Manager (PM), Registration Division 
(WH-567), Office of Pesticide Pro¬ 
grams, at the above address, or by tele¬ 
phone as follows: 

PM 11. 12, and 13-202-755-9315; PM 15. 16. 

and 17-202-426-945; PM 21 and 22-202- 

426-2454; PM 23-202-755-1397; PM 24— 

202-755-2196; PM 25-202-426-2632; PM 

31-202-426-2635; PM 32-202-426-9486; 

PM 33-202-755-9041; PM 34-202-426- 

9490. 

The Interim Policy Statement re¬ 
quires that claims for compensation be 
filed within 60 days of publication of 
this notice (August 14, 1978). EPA will 
not delay any registration pending the 
assertion of claims for compensation 


or the determination of reasonable 
compensation. Inquiries and assertions 
that data relied upon are subject to 
protection under section 10 of FIFRA, 
as amended, should be made within 30 
days subsequent to publication of this 
notice. Registration will be delayed 
pending resolution of section 10 
claims. 

Dated: June 2, 1978. 

Douglas D. Campt, 
Acting Director, 
Registration Division. 

Application Received 33000/547 

EPA Reg. No. 10120-18. Cerfact Laborato¬ 
ries. Manufacturing Chemists. P.O. Box 
983, Tucker, GA 30084. VIRO CERF 
AEROSOL. Active Ingredients: Ortho- 
phenylphenol 0.05%; Essential oils 0.75%; 
Alcohol 57.99%. Para-tertiary-amylphenol 
0.10%. Method of Support: Application 
proceeds under 2(a) of interim policy. Re¬ 
published: Formula change. PM32 
EPA File Symbol 10352-ER. Union Carbide 
Corp., Chemicals and Plastics, 270 Park 
Ave., New York. NY 10017. UCARCIDE 
250 ANTIMICROBIAL. Active Ingredi¬ 
ents: Glutaraldehyde 49.0%. Method of 
Support: Application proceeds under 2(b) 
of Interim policy. PM33 
EPA File Symbol 11265-RI. Seymour 
Chemical Associates Inc., 1609 Arbor. 
Highland Park. IL 60035. READY-TO- 
USE FORMULA 645 PENETRANT 
SEALER. Active Ingredients: Copper 8- 
Quinolinolate 0.25%. Method of Support: 
Application proceeds under 2(b) of interim 
policy. PM22 

EPA Reg. No. 11273-3. Sandoz Inc., Crop 
Protection. 480 Camino Del Rio So.. San 
Diego. CA 92108. THURICIDE-HP. Active 
Ingredients: Bacillus thuringiensis Berlin¬ 
er. potency of 16,000 International units 
(at least 30 million viable spores) per milli¬ 
gram 3.2%. Method of Support: Applica¬ 
tion proceeds under 2(a) of interim policy. 
Republished; Added use. PM 17 
EPA File Symbol 11558-U. Celanese Chemi¬ 
cal Co., 1211 Avenue of the Americas. New 
York. NY 10036. PARAFORMALDE¬ 
HYDE (FLAKE HI ASSAY). Active Ingre¬ 
dients: 95% Formaldehyde (Minimum). 
Method of Support: Application proceeds 
under 2(a) of interim policy. PM33 
EPA File Symbol 11558-T. Celanese Chemi¬ 
cal Co. FORMALDEHYDE SOLUTION. 
Active ingredients: 50% Formaldehyde. 
Method of Support: Application proceeds 
under 2(a) of interim policy. PM33 
EPA File Symbol 11558-RE. Celanese 
Chemical Co. FORMALDEHYDE SOLU¬ 
TION. Active Ingredients: 37% Formalde¬ 
hyde. Method of Support: Application 
proceeds under 2(a) of interim policy. 
PM33 

EPA File Symbol 11558-RG. Celanese 
Chemical Co. NORMAL BUTYL FORM- 
CEL. Active Ingredients: 40% Formalde¬ 
hyde. Method of Support: Application 
proceeds under 2(a) of interim policy. 
PM33 

EPA File Symbol 11731-G. American Water 
Treatment, Inc., 7116 Oakland Avenue. St. 
Louis. MO 63117. NO. 810 MICROBIO¬ 
CIDE. Active Ingredients: Polytoxy- ethyl¬ 
ene (dimethyliminio) ethylene(di- methy- 
liminio) ethylene dichloride] 10.0%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM34 
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EPA Pile Symbol 11731-U. American Water 
Treatment, Inc. No. 820 MICROBIO¬ 
CIDE PolyCoxyethylene (dimethyliminio) 
ethylene (dimethyliminio) ethylene di¬ 
chloride] 20.0%. Method of Support: Ap¬ 
plication proceeds under 2(b) of interim 
policy. PM34 

EPA Pile Symbol 11760-G. EDSAN Chemi¬ 
cal Co.. Inc., 438 East St., New Haven, CT 
06511. EDSAN SPECTRUM. Active Ingre¬ 
dients: Didecyl dimethyl ammonium chlo¬ 
ride 4.5%: Tetrasodium ethylenediamine 
tetraacetate 2.0%; Sodium carbonate 1.0%: 
Sodium metasilicate, anhydrous 0.5%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM31 
EPA Pile Symbol 12369-R. Chemical Sales 
Corp., 1132 Okeechobee Rd.. West Palm 
Beach. PL 33401. CHLOROPOOL. Active 
Ingredients: Sodium Hypochlorite 9.0%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM34 
EPA Pile Symbol 12798-R. Quaker Chemi¬ 
cal Co., P.O. Box 554, Columbia, SC 29202. 
QUAKER DISINFECTANT SANITIZER 
FUNGICIDE DEODORIZER. Active In¬ 
gredients: Didecyl dimethyl ammonium 
chloride 7.5%; Isopropanol 3.0%. Method 
of Support: Application proceeds under 
2(b) of interim policy. PM31 

Application Received 33000/548 

EPA File Symbol 31143-R. Smith Co. of 
Uvalde, Box 1000, Uvalde. TX 78801. 
DIPEL 150 DUST. Active Ingredients: Ba¬ 
cillus thuringiensis, Berliner, 320 Interna¬ 
tional Units of Potency per mg. (0.15 bil¬ 
lion International Units per pound). 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM 17 
EPA File Symbol 33431-U. Interchem Inc., 
3516 N. 14th St., St. Louis. MO 63107. 
ONCE THROUGH. Active Ingredients: 
Octyl decyl dimethyl ammonium chloride 
1.250%: Dioctyl dimethyl ammonium chlo¬ 
ride 0.625%; Didecyl dimethyl ammonium 
chloride 0.625%; Alkyl amino betaine 
1.000%; Hydrogen chloride 17.500%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM32 
EPA File Symbol 33431-L. Interchem Inc. 
BASIC. Active Ingredients: Octyl decyl di¬ 
methyl ammonium chloride 1,250%; Dioc¬ 
tyl dimethyl ammonium chloride 0.625% 
Didecyl dimethyl ammonium chloride 
0.625%; Alkyl amino betaine 1.000%: Hy¬ 
drogen chloride 8.000%. Method of Sup¬ 
port: Application proceeds under 2(b) of 
interim policy. PM 32 

EPA File Symbol 33494-R. Imperial Pools of 
Stuart, 109 Atlanta Ave., Stuart, FL 33494. 
SODIUM HYPOCHLORITE SOLUTION. 
Active Ingredients: Sodium Hypochlorite 
9.2%. Method of Support: Application pro¬ 
ceeds under 2(b) of interim policy. PM34 
EPA File Symbol 34358-E. Simonsen Chemi¬ 
cal Co., P.O. Drawer C-Cabool, MO 65689. 
PENTACON. Active Ingredients: Pentach- 
lorophenol 35.3%; Other Chlorophenols 
and Related Compounds 4.1%. Method of 
Support: Application proceeds under 2(b) 
of interim policy. PM22 
EPA File Symbol 34692-U. CSC Equipment 
& Supply Co.. P.O. Box 9429. Richmond. 
VA 23228. WINTER GRADE ALGAE- 
BAN. Active Ingredients: Polyloxy- ethyl¬ 
ene (dimethyliminio) ethylene(di- methy- 
liminio) ethylene dichloride] 20.0%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM34 
EPA File Symbol 35667-G. Dychem Interna¬ 


tional. Inc., 503 North 400 West. Salt Lake 
City. UT 84103. DYCHEM. Active Ingredi¬ 
ents: n-Alkyl (60% C14. 30% C16. 5% C12. 
5% C18) dimethyl benzyl ammonium 
chlorides 1.6%; n-Alkyl (68% C12. 32% 
Cl4) dimethyl ethylbenzyl ammonium 
chlorides 1.6%; Sodium carbonate 3.0%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. Republished: 
Revised offer to pay. PM31 

EPA File Symbol 37655-R. Horner Equip¬ 
ment of Florida, Inc.. 810 NW 57th Court, 
Ft. Lauderdale. FL 33309. SODIUM HY¬ 
POCHLORITE SOLUTION. Active Ingre¬ 
dients: Sodium Hypochlorite 9.2%. 

Method of Support: Application proceeds 
under 2(b) of Interim policy. PM34 

EPA File Symbol 37656-R. Harrell Swim¬ 
ming Pool Supply. 597 W. Hickpochee 
Ave.. La Belle. FL 33935. SODIUM HYPO¬ 
CHLORITE. Active Ingredients: Sodium 
Hypochlorite 9.2%. Method of Support: 
Application proceeds under 2(b) of interim 
policy. PM34 

EPA File Symbol 37660-R. Neptune Pools, 
3765 Davie Blvd., Ft. Lauderdale. FL 
33312. NEPTUNE SODIUM HYPOCHLO¬ 
RITE SOLUTION. Active Ingredients: 
Sodium Hypochlorite 9.2%. Method of 
Support: Application proceeds under 2(b) 
of interim policy. PM34 

EPA File Symbol 37791-R. Aqua Clear 
Pools. Inc. 13377 W. Dixie Highway. N. 
Miami. FL 33161. AQUA CLEAR 
SODIUM HYPOCHLORITE SOLUTION. 
Active Ingredients: Sodium Hypochlorite 
9.2%. Method of Support: Application pro¬ 
ceeds under 2(b) of interim policy. PM34 

EPA File Symbol 38052-G. Water Purifica¬ 
tion Industries, Inc., 1931 NW 29th St., 
Box 5402, Ft. Lauderdale, FL 33310. UL- 
TRAPURE. Active Ingredients: Metallic 
Silver 0.03%. Republished: Change of 
Method of Support from 2(a) to 2(b) of in¬ 
terim policy. PM33 

EPA File Symbol 38052-U. Water Purifica¬ 
tion Industries. Inc. ULTRAPURE. Active 
Ingredients: Metallic Silver 0.03%. Repub¬ 
lished: Change of Method of Support 
from 2(a) to 2(b) of interim policy. PM33 

EPA File Symbol 38052-L. Water Purifica¬ 
tion Industries, Inc. ULTRA PURE BAC¬ 
TERIOSTATIC REPLACEMENT CAR¬ 
TRIDGE. Active Ingredients: Metallic 
silver .03%. Method of Support: Applica¬ 
tion proceeds under 2(b) of interim policy. 
PM33 

EPA File Symbol 38231-R. C-E Natco. Div. 
of Combustion Engineering. P.O. Box 
1710, Tulsa. OK 74101. BIOHIBIT B-711. 
Active Ingredients: Alkyl Dimethyl Benzyl 
Ammonium chloride 43.8%. Method of 
Support: Application proceeds under 2(b) 
of interim policy. PM31 

EPA File Symbol 39189-0. Envirochem Inc., 
317 St. Paul's Ave.. Jersey City. NJ 07306. 
ENVIROBR1TE. Active ingredients: Octyl 
decyl dimethyl ammonium chloride 
1.250%; Dioctyl dimethyl ammonium chlo¬ 
ride 0.625%; Didecyl dimethyl ammonium 
chloride 0.625%; Alkyl amino betaine 
1.000%; Hydrogen chloride 8.000%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM32 

EPA File Symbol 39475-G. OMI Oxy Metal 
Industries Corp.. 32100 Stephenson Hwy, 
Madison Heights, MI 48071. PARCO DE¬ 
TERGENT SANITIZER FP-118. Active 
Ingredients: Alkyl (60%. C14; 30%. C16; 
5%. C12; C18) Dimethyl Benzyl Ammoni¬ 
um Chlorides 1.28%; Alkyl (68%. C14) Di¬ 


methyl Ethylbenzyl Ammonium Chlorides 
1.28%; Sodium carbonate 2.00% Method of 
Support: Application proceeds under 2(b) 
of interim policy. PM31 
EPA File Symbol 39788-R. B-Dro Chemical 
Co.. P.O. Box 242. New Brunswick, NJ 
08903. STER-L-KLEEN. Active Ingredi¬ 
ents: Octyl Decyl Dimethyl Ammonium 
Chloride 0.950%; Dioctyl Dimethyl Ammo¬ 
nium Chloride 0.475%; Didecyl Dimethyl 
Ammonium Chloride 0.475%; Tetrasodium 
Ethylenediamine Tetraacetate 1.000%; 
Trisodium Phosphate 2.000%. Method of 
Support: Application proceeds under 2(b) 
of interim policy. PM31 
EPA File Symbol 39926-E. Caribe Biochemi¬ 
cals. Inc., Brandywine Building B12205, 
Manati. P.R.. A Subsidiary of E. I. du Pont 
de Nemours & Co. (Inc.), Wilmington. DE 
19898. LEXONE METRIBUZ1N WEED 
KILLER. Active Ingredients: 4-Amino-6- 
(1, l-dimethylet.hyl)-3-(methylthlo) - 1, 2. 
4 - triazin - 5 (4H) - one 50%. Method of 
Support: Application proceeds under 2(b) 
of interim policy. PM25 
EPA File Symbol 40075-E. Atlantic Pools of 
Broward. Inc., 3007 N. State Road 7. Hol¬ 
lywood. FL 33021. ATLANTIC POOLS 
SODIUM HYPOCHLORITE SOLUTION. 
Active Ingredients: Sodium Hypochlorite 
9.2%. Method of Support: Application pro¬ 
ceeds under 2(b) of interim policy. PM34 
EPA File Symbol 40401—R. Dee and Cee 
Enterprises, P.O. Box. Ponca City, OK 
74601. TRIPLE K ROACH KILLER. 
Active Ingredients: Boric Acid 90%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM 16 
EPA File Symbol 41041-R. Aqua Tek Corp. 
3256 F Street. San Diego, CA 92102. HI- 
CHEL ALGAECIDE. Active Ingredients: 
Copper Sulfate anhydrous 11.8%. Method 
of Support: Application proceeds under 
2(b) of interim policy. PM24 
EPA File Symbol 41578-R. Pugh Septic 
Tank Service, Inc., Route 3. Box 107, Lake 
Placid, FL 33852. *‘PU" HEAVY SOL T. 
Active Ingredients: Sodium Hypochlorite 
9.2%. Method of Support: Application pro¬ 
ceeds under 2(b) of interim policy. PM34 
EPA File Symbol 41687-R. Atlantis Pool 
Supplies, 8600 Cleveland Ave.—Suite 18. 
Ft. Myers, FL 33907. ATLANTIS HYPO¬ 
CHLORITE. Active Ingredients: 9.2%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM34 
EPA File Symbol 41689-R. Marietta Pool 
Equip., Co.. Inc., 1337 SW 21st Terrace. 
Ft. Lauderdale, FL 33312. MARIETTA 
SODIUM HYPOCHLORITE SOLUTION. 
Active Ingredients: Sodium Hypochlorite 
9.2%. Method of Support: Application pro¬ 
ceeds under 2(b) of interim policy. PM34 
EPA File Symbol 41820-E. Amatex Labora¬ 
tories. Inc., 200 Beatty St.. P.O. Box 391, 
Hackettstown. NJ 07840. DAIRYTEX. 
Active Ingredients: n-Alkyl (50% Cl4, 40% 
C12. 10% C16) dimethyl benzyl ammoni¬ 
um chloride 10%; phosphoric acid 28.9% 
Method of Support: Application proceeds 
under 2(b) of Interim policy. PM32 
EPA File Symbol 41848-R. Smith Engineer¬ 
ing Co., 125 Columbia Court, Jonathan In¬ 
dustrial Center. Chaska, MN 55318. 
SMITH ALGAECIDE. Active Ingredients: 
Poly [oxyethylene (dimethyliminio) 
ethylene(dimethyliminio) ethylene dichlo¬ 
ride] 15.0% Method of Support: Applica¬ 
tion proceeds under 2(b) of interim policy. 
PM34 

EPA File Symbol 41849-R. Virochem Inc.. 
1812-C N. Mactavish Ave., Richmond, VA 
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23230. VIROCIDE 4430. Active Ingredi¬ 
ents: Polytoxyethylene( dimethyliminio) 
ethylene< dimethyliminio) ethylene dichlo¬ 
ride] 30.0%. Method of Support: Applica¬ 
tion proceeds under 2(b) of interim policy. 
PM34 

EPA Pile Symbol 41849-E. Virochem Inc. 
VIROCIDE 4415. Active Ingredients: 
Polyloxyethylene (dimethyliminio) ethyl- 
ene-<dimethyliminio) ethylene dichloride] 
15.0%. Method of Support: Application 
proceeds under 2(b) of interim policy. 
PM34 

EPA File Symbol 41849-G. Virochem Inc. 
VIROCIDE 4420. Active Ingredients: 
Polyloxyethylene (dimethyliminio) 

ethylene(diraethyliminio) ethylene dichlo¬ 
ride] 20.0%. Method of Support: Applica¬ 
tion proceeds under 2(b) of interim policy. 
PM34 

EPA File Symbol 39669-0. Pro-Specialties, 
Inc.. 7754 W. Harwood Ave.. Wauwatosa. 
WI 53213. PRO-140-1. Active Ingredients: 
n-Alkyl(60% C14, 30% C16. 5% C12, 5% 
C18) dimethyl benzyl ammonium chlor¬ 
ides 1.6%; n-Alky 1(68% C12, 32% C14) di¬ 
methyl ethylbenzyl ammonium chlorides 
1.6%; Sodium Carbonate 3.0%; tetraso- 
dium ethylenediamine tetraacetate 1.0%. 
Method of Support: Application proceeds 
under 2(b) of interim policy. PM31 

EPA File Symbol 39669-L Pro-Specialties. 
Inc. PRO-139-1. Active Ingredients: n- 
Alkyl(60% C14, 30% C16. 5% C12, 5% CI8) 
dimethyl benzyl ammonium chlorides 
2.25%; n-Alkyl(68% C12. 32% C14) di¬ 
methyl ethylbenzyl ammonium chlorides 
2.25%; Sodium Carbonate 3.00%; Tetraso- 
dhim ethylenediamine tetraacetate 1.00%. 
Method of Support: Application proceeds 
under 2(b) of the interim policy. Repub¬ 
lished: Revised offer to pay. PM31 

EPA File Symbol 39669-T. Pro-Specialties, 
Inc. PRO-138-1. Active Ingredients: n- 

Alkyl( 60% C14. 30% C16. 5% Cl 2. 5% C18) 
dimethyl benzyl ammonium chlorides 
4.5%; n-AIkyl(68% C12. 32% C14) dimethyl 
ethylbenzyl ammonium chlorides 4.5%; 

Tetrasodium ethylenediamine tetraace¬ 
tate 2.0%; Sodium Carbonate 4.0%. 
Method of Support: Application proceeds 
under 2(b) of the interim policy. Repub¬ 
lished: Revised offer to pay. PM31 

EPA File Symbol 39669-A. Pro-Specialties. 
Inc. PRO-137-1. Active Ingredients: n- 

Alkyl(60% C14, 30% C16, 5% C12. 5% C18) 
dimethyl benzyl ammonium chlorides 
6.25%; n-Alkyl(68% C12. 32% C14) di¬ 
methyl ethylbenzyl ammonium chlorides 
6.25%; Tetrasodium ethylenediamine te¬ 
traacetate 3.60%. Method of Support: Ap¬ 
plication proceeds under 2(b) of the inter¬ 
im policy. Republished: Revised offer to 
pay. PM31 

EPA File Symbol 39669-0. Pro-Specialties. 
Inc. PRO-134-1. Active Ingredients: n- 

Alkyl(60% C14, 30% C16. 5% C12. 5% C18) 
dimethyl benzyl ammonium chlorides 
2.25%; n-Alkyl(68% C12. 32% C14) di¬ 
methyl ethylbenzyl ammonium chlorides 
2.25%; Sodium Carbonate 3.00%. Method 
of Support: Application proceeds under 
2(b) of interim policy. Republished: Re¬ 
vised offer to pay. PM31 

[FR Doc. 78-16318 Filed 6-12-78: 8:45 am) 


[ 6712 - 01 ] 

FEDERAL COMMUNICATIONS 
COMMISSION 

[Report No. 913] 

COMMON CARRIER SERVICES INFORMATION 
Applications Accepted for Filing 

June 5, 1978. 

The applications listed herein have 
been found, upon initial review, to be 
acceptable for filing. The Commission 
reserves the right to return any of 
these applications, if upon further ex¬ 
amination. it is determined they are 
defective and not in conformance with 
the Commission's Rules and Regula¬ 
tions or its policies. 

Final action will not be taken on any 
of these applications earlier than 31 
days following the date of this notice, 
except for radio applications not re¬ 
quiring a 30 day notice period (see 
§ 309(c) of the Communications Act), 
applications filed under Part 68, appli¬ 
cations filed under Part 63 relative to 
small projects, or as otherwise noted. 
Unless specified to the contrary, com¬ 
ments or petitions may be filed con¬ 
cerning radio and Section 214 applica¬ 
tions within 30 days of the date of this 
notice and within 20 days for Part 68 
applications. 

In order for an application filed 
under Part 21 of the Commission’s 
Rules (Domestic Public Radio Ser¬ 
vices) to be considered mutually exclu¬ 
sive with any other such application 
appearing herein, it must be substan¬ 
tially complete and tendered for filing 
by whichever date is earlier: (a) The 
close of business one business day pre¬ 
ceding the day on which the Commis¬ 
sion takes action on the previously 
filed application; or (b) within 60 days 
after the date of the public notice list¬ 
ing the first prior filed application 
(with which the subsequent applica¬ 
tion is in conflict) as having been ac¬ 
cepted for filing. In common carrier 
radio services other than those listed 
under Part 21. the cut-off date for 
filing a mutually exclusive application 
is the close of business one business 
day preceding the day on which the 
previously filed application is desig¬ 
nated for hearing. With limited excep¬ 
tions. an application which is subse¬ 
quently amended by a major change 
will be considered as a newly filed ap¬ 
plication for purposes of the cut-off 
rule. (See § 1.227(b)(3) and 21.30(b) of 
the Commission’s Rules.) 

Federal Communications 
Commission, 

William J. Tricarico, 

Secretary. 

Applications Accepted For Filing 

DOMESTIC PUBLIC LAND MOBILE RADIO SERVICE 

21536-CD-P-78 The Ohio Bell Telephone 
Co. (KWU263) C.P. for additional facili¬ 


ties to operate on 152.84 MHz to be locat¬ 
ed at a new site described as Loc. No. 10: 

3.4 miles south of Lancaster on State 
Route 793, 1.0 miles north of Blue Valley 
Road. Lancaster. Ohio. 

21538-CD-P-78 Phil L. Woodbury, d.b.a. 
Mobilfone of Kansas (KU0567) C.P. to 
change antenna system and relocate facili¬ 
ties operating on 152.15 MHz to be located 

1.5 miles southeast of Pratt, Karts. 

21539-CD-P-78 Jim Kennedy TV Sales, 

Inc. (new) C.P. for a new one-way station 
to operate on 158.70 MHz to be located at 
1503 Baltimore Street, Defiance, Ohio. 

21540-CD-P-78 Jim Kennedy TV Sales. 
Inc. (new) C.P. for a new station to oper¬ 
ate on 152.06 MHz to be located at 1503 
Baltimore Street, Defiance, Ohio. 

2I541-CD-P-78 Autophone of Gainesville. 
Inc. (new) C.P. for a new station to oper¬ 
ate on 454.025 MHz to be located 0.3 miles 
east of U.S. highway 23, Buford. Ga. 

21542-CD-P-78 J. R. & P. J. Dodd, d.b.a. 
Answering Service Unlimited (new) C.P. 
for a new station to operate on 152.12 
MHz to be located on Grey Butte. 5.5 
miles northeast of Terrebonne. Oreg. 

21543-CD-P-78 J. R. & P. J. Dodd, d.b.a. 
Answering Service Unlimited (new) C.P. 
for a new one-way station to operate on 
158.70 MHz to be located on Grey Butte. 

5.5 miles northeast of Terrebonne, Oreg. 

21544-CD-P-78 Dale and Patricia Crowe, 

Norman and Rose McDonlad d.b.a. Olym¬ 
pia Mobile Phone (new) C.P. for a new sta¬ 
tion to operate on 454.025 MHz to be lo¬ 
cated at Tumwater Hill, Tumwater, Wash. 

21545-CD-P-78 Two-Way Radio of Caroli¬ 
na, Inc. (KUD235) C.P. for additional fa¬ 
cilities to operate on 75.88 MHz, control at 
Loc. No. 2: 400 South Tyron. Charlotte. 
N.C. 

2I546-CD-P-78 Two-Way Radio of Caroli¬ 
na, Inc. (KWT882) C.P. for additional fa¬ 
cilities to operate on 75.88 MHz. control to 
be located at a new site described as Loc. 
No. 2: 400 South Tyron. Charlotte. N.C. 

21547-CD-P-78 Two-Way Radio of Caroli¬ 
na. Inc. (KUC985) C.P. for additional fa¬ 
cilities to operate on 75.88 MHz. control to 
be located at a new site described as Loc. 
No. 2: 400 South Tyron, Charlotte, N.C. 

21548-CD-P-<4>-78 Intrastate Radio Tele¬ 
phone, Inc., of San Francisco (KMA833) 
C.P. for additional facilities to operate on 
454.025. 454.125. 454.150. and 454.175 MHz 
to be located at Big Rock, 4 miles south¬ 
west of Novato. Calif. 

21549-CD-P-78 Henderson Cooperative 
Telephone Co. (KWU441) C.P. to rein¬ 
state expired C.P. to operate on 454.450 
MHz to be located at 1.15 miles southeast 
of Henderson, Nebr. 

21550-CD-P-78 Mountain Home Tele¬ 
phone Co., Inc. (KLB773) C.P. to change 
antenna system and relocate facilities op¬ 
erating on 152.66 MHz to be located on 
State Highway 5. 2 miles northwest of 
Mountain Home. Ark. 

21551-CD-P-78 Jerry E. Home, d.b.a. 
Radio Dispatch Service (KQK577) C.P. to 
replace transmitter operating on 152.09 
MHz located on U.S. Highway 31. 0.25 
mile east of Holland, Mich. 

21552-CD-P-78 K ankak ee Telephone An¬ 
swering Service (KWH301) C.P. for addi¬ 
tional facilities to operate on 158.70 MHz 
to be located at 1335 East Locust. Kanka¬ 
kee, Ill. 

21553-CD-P-<4)-78 Radio Communica¬ 
tions. Inc. (new) C.P. for a new station to 
operate on 454.200 and 454.350 MHz at 
Loc. No. 1: 4011 Miller Road, Baltimore, 
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Md. and 454.125 and 454.325 MHz at Loc. 
No. 2: 101 West Payette Street. Baltimore, 
Md. 

21555-CD-P-78 Continental Telephone Co. 
of California (new) C.P. for a new 1-way 
station to operate on 158.10 MHz to be lo¬ 
cated at 520 South China Lake Boulevard. 
Ridgecrest, Calif. 

21556-CD-P-78 Continental Telephone Co. 
of Indiana (new) C.P. for a new 1-way sta¬ 
tion to operate on 43.58 MHz to be located 
2 miles south of Corydon, Ind. 

21557-CD-P-<2)-78 Empire Mobilcomm 

Systems. Inc. (new) C.P. for a new 1-way 
station to operate on 152.24 MHz to be lo¬ 
cated at 2 sites described as Loc. No. 1: 
Otter Crest, 8.5 miles north of Newport, 
Oreg.; and Loc. No. 2: 1.5 miles southeast 
of Toledo. Oreg. 

21558-CD-P-(2)-78 Empire Mobilcomm 

Systems, Inc. (KFL955) C.P. to replace 
transmitter and relocate facilities operat¬ 
ing on 152.06 MHz, base and 454.15 MHz. 
control at Loc. No. 2: 0.7 mile northwest 
on Awbrey Butte, Bend. Oreg. 

21559-CD-P-78 Empire Mobilcomm Sys¬ 
tems, Inc. (KWT976) C.P. to replace trans¬ 
mitter and relocate facilities operating on 
152.24 MHz to be located 0.7 mile north¬ 
west on Awbrey Butte, Bend. Oreg. 

21560-CD-P-78 Mobile Telecommunica¬ 
tions Corp. (new) (developmental) C.P. for 
a new station to operate on 459.675 MHz 
to be located at 5201 Bridge Street, Port 
Worth, Tex. 

21561-CD-P-78 Mobile Telecommunica¬ 
tions Corp. (new) (developmental) C.P. for 
a new station to operate on 459.675 MHz 
to be located at Highway No. 67, Cedar 
Hill. Tex. 

21562-CD-P-(3)-78 Empire Mobilcomm 
Systems, Inc. (new) C.P. for a new station 
to operate on 152.12 MHz, base and 
459.050 MHz, repeater at Loc. No. 1: 
Hoodoo Butte. Oreg.; and 454.050 MHz. 
control at Loc. No. 2: 0.7 mile northwest of 
Bend on Awbrey Butte, Bend. Oreg. 

21563-CD-P-78 Air Page. Inc. (new) C.P. 
for a new station to operate on 152.06 
MHz to be located at Acomb Road, Way- 
land, N.Y. 

21564-CD-P-(8>-78 Mobile Telecommuni¬ 
cations Corp. (new) C.P. for a new 1-way 
station to operate on 35.30 and 35.62 MHz 
to be located at 4 sites to be described as 
Loc. No. 1: Highway No. 67, Cedar Hill. 
Tex.; Loc. No. 2: 5201 Bridge Street. Forth 
Worth, Tex.; Loc. No. 3: 7800 Spanky 
Creek Road, Renner, Tex.; and Loc. No. 4: 
7038 Greenville Avenue, Dallas, Tex. 

MAJOR AMENDMENTS 

20214-CD-P-<3)-78 Capital Telecom Sys¬ 
tems, Tallahassee, Fla. (new) Amend to 
change station location, control point lo¬ 
cation. and transmitting equipment. All 
other particulars to remain as reported on 
PN No. 884, dated November 14. 1977. 

20888-CD-P-78 J. M. Blodgett, d.b.a. Radii* 
Page Communications. Marl ton. *N.J. 
(KWT885) Amend to change the antenna 
system. All other particulars to remain as 
reported on PN No. 900 dated March 6, 
1978. 

CORRECTIONS 

21322-CD-P-78 Beep Communication 
System. Inc. (KUS282). Correct entry to 
read: C.P. to change antenna system oper¬ 
ating on 454.025 MHz at Loc. No. 1: Video 
Lane (Booth Hill), Trumbull, Conn. All 
other particulars to remain as reported on 
PN No. 909, dated May 8. 1978. 


21335-CD-P-78 Southern Bell Telephone 
& Telegraph Co. (KIG298). Correct fre¬ 
quency to read 152.51 MHz. All other par¬ 
ticulars to remain as reported on PN No. 
909. dated May 8. 1978. 

21575-CD-P-78 Bennett Communications 
Systems. Inc., John W. Bennett 
(KOP326). Change file number to read: 
21475-CD-P-78. All other particulars to 
remain as reported PN No. 912, dated May 
30, 1978. 

21502-CD-P-78 Tel-Page Corp. (new). Cor¬ 
rect to add: (developmental). All other 
particulars to remain as reported on PN 
No. 912, dated May 30. 1978. 

21503-CD-P-78 Tel-Page Corp. (new). Cor¬ 
rect to add: (developmental). All other 
particulars to remain as reported on PN 
No. 912, dated May 30. 1978. 

21504-CD-P-78 Radio Paging, Inc. (new). 
Correct to add: (developmental). All other 
particulars to remain as reported on PN 
No. 912, dated May 30, 1978. 

RENEWAL or LICENSES EXPIRING JULY 1, 1078. 

TERM: JULY 1, 1978 TO JULY 1, 1083 

Chesapeake <fe Potomac Telephone Co., 
KGA586, Washington. D.C. 

Chesapeake <fc Potomac Telephone Co., 
KGC590, Washington, D.C. 

Chesapeake & Potomac Telephone Co. of 
West Virginia, KQK724, West Virginia. 

Chesapeake <fe Potomac Telephone Co. of 
Virginia, KIY769, Virginia. 

Chesapeake <& Potomac Telephone Co. of 
Virginia, KFL627, Virginia. 

Chesapeake & Potomac Telephone Co. of 
Virginia, KFL924, Virginia. 

Chesapeake & Potomac Telephone Co. of 
Virginia. KIB529, Virginia. 

Chesapeake <fc Potomac Telephone Co. of 
Virginia, KIC347, Virginia. 

Chesapeake <fe Potomac Telephone Co. of 
Virginia, KIG852, Virginia. 

Chesapeake & Potomac Telephone Co. of 
Virginia, KLF628, Virginia. 

Consolidated Telephone Co., KRM977, Ne¬ 
braska. 

General Telephone Co. of the Southwest, 
KFL875, Texas. 

General Telephone Co. of the Southwest, 
KFL879, Texas. 

General Telephone Co. of the Southwest, 
KFL905, Oklahoma. 

General Telephone Co. of the Southwest. 
,KFL909, Texas. 

General Telephone Co. of the Southwest, 
KFL951, Texas. 

General Telephone Co. of the Southwest, 
KFQ943, Texas. 

General Telephone Co. of the Southwest, 
KJU816, Texas. 

General Telephone Co. of the Southwest. 
KKA284, New Mexico. 

General Telephone Co. of the Southwest. 
KKO350, Texas. 

General Telephone Co. of the Southwest, 
KK0351, Texas. 

General Telephone Co. of the Southwest, 
KKQ966. Texas. 

General Telephone Co. of the Southwest, 
KLB326. Texas. 

General Telephone Co. of the Southwest, 
KLB578, Texas. 

General Telephone Co. of the Southwest, 
KLB688. Arkansas. 

General Telephone Co. of the Southwest. 
KLB758, New Mexico. 

General Telephone Co. of the Southwest, 
KBL790, Texas. 

General Telephone Co. of the Southwest, 
KLB791. Texas. 

General Telephone Co. of the Southwest, 
KLB792. Texas. 


General Telephone Co. of the Southwest. 
KLF468, Texas. 

General Telephone Co. of the Southwest, 
KFL486, Texas. 

General Telephone Co. of the Southwest, 
KLF548, Texas. 

General Telephone Co. of the Southwest. 
KLF564, Texas. 

General Telephone Co. of the Southwest. 
KMM696, Texas. 

General Telephone Co. of the Southwest. 
KMM699. Texas. 

General Telephone Co. of the Southwest. 
KQZ724. Texas. 

General Telephone Co. of the Southwest, 
KQZ739. Arkansas. 

General Telephone Co. of the Southwest, 
KQZ756. Oklahoma. 

General Telephone Co. of the Southwest. 
KQZ781. Texas. 

General Telephone Co. of the Southwest, 
KRM986, Texas. 

General Telephone Co. of the Southwest, 
KRM988, Texas. 

General Telephone Co. of the Southwest, 
KTJO601, Texas. 

General Telephone Co. of the Southwest, 
KUO602. Texas. 

General Telephone Co. of the Southwest. 
KWA659, Texas. 

General Telephone Co. of the Southwest. 
KWA660, Texas. 

General Telephone Co. of the Southwest. 
KSV925, Texas. 


General Telephone 
KRH652. Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRM964, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRM993, Wisconsin. 

Co. 

of 

Wisconsin. 

General Telephone 
KRM953, Wisconsin. 

Co. 

of 

Wisconsin. 

General Telephone 
KRS628, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KFQ928, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KUC864, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRH655, Wisconsin. 

Co. 

of 

Wisconsin. 

General Telephone 
KRH674, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRS625. Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KSV929, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRS623, Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRS646. Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRM979, Wisconsin. 

Co. 

of 

Wisconsin. 

General Telephone 
KRS629. Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KSA622. Wisconsin. 

Co. 

of 

Wisconsin, 

General Telephone 
KRH644, Wisconsin. 

Co. 

of 

Wisconsin, 


Highland Telephone Cooperative Inc., 
KIY465. Tennessee. 

Ludlow Telephone Co.. KUS336, Vermont. 

Michigan Bell Telephone Co., KQA767, 

Michigan. 

Michigan Bell Telephone Co., KQD608, 

Michigan. 

Michigan Bell Telephone Co., KQA814, 

Michigan. 

Michigan Bell Telephone Co., KQD606, 

Michigan. 

Michigan Bell Telephone Co., KQD605, 

Michigan. 

Michigan Bell Telephone Co., KQA772, 

Michigan. 
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Michigan Bell Telephone Co.. KQA808. 

Michigan. 

Michigan Bell Telephone Co.. KQA809, 

Michigan. 

Michigan Bell Telephone Co., KQA810, 

Michigan. 

Michigan Bell Telephone Co., KQA811, 

Michigan. 

Michigan Bell Telephone Co., KQA812, 

Michigan. 

Michigan Bell Telephone Co.. KQA813, 

Michigan. 

Michigan Bell Telephone Co.. KQD305. 

Michigan. 

Michigan Bell Telephone Co., KQD604. 

Michigan. 

Michigan Bell Telephone Co., KQD607. 

Michigan. 

Michigan Bell Telephone Co.. KQD609, 

Michigan. 

Michigan Bell Telephone Co.. KQK578, 

Michigan. 

Michigan Bell Telephone Co., KQK579, 

Michigan. 

Michigan Bell Telephone Co.. KQK580, 

Michigan. 

Michigan Bell Telephone Co., KRS714, 

Michigan. 

Clay County Rural Telephone Cooperative, 
Inc., KSD 679, Indiana. 

Northwestern Mutual Aid Telephone Corp., 
KAI929, North Dakota. 

Northwestern Mutual Aid Telephone Corp., 
KAI928. North Dakota. 

Poineer Telephone Assoication. Inc., 
KSV911, Kansas. 

South Central BeU Telephone Co.. KFL934, 
Tennessee. 

South Central BeU Telephone Co.. KGI276, 
Tennessee. 

South Central Bell Telephone Co.. KIA648, 
Kentucky. 

South Central Bell Telephone Co., KAI960, 
Alabama. 

South Central BeU Telephone Co., KIB389, 
Tennessee. 

South Central BeU Telephone Co.. KIB532, 
Tennessee. 

South Central BeU Telephone Co., K1C343, 
Tennessee. 

South Central BeU Telephone Co., KIC344. 
Tennessee. 

South Central BeU Telephone Co., KIE362, 
Kentucky. 

South Central BeU Telephone Co., KIG287, 
Alabama. 

South Central BeU Telephone Co., KIG299, 
Alabama. 

South Central BeU Telephone Co., KIQ999, 
Alabama. 

South Central BeU Telephone Co.. KIY458, 
Kentucky. 

South Central BeU Telephone Co.. KIY461, 
Kentucky. 

South Central BeU Telephone Co.. KIY510, 
Kentucky. 

South Central BeU Telephone Co., KIY591, 
Kentucky. 

South Central BeU Telephone Co., KIY592. 
Kentucky. 

South Central BeU Telephone Co., KIY600. 
Kentucky. 

South Central BeU Telephone Co.. KIY604. 
Tennessee. 

South Central BeU Telephone Co.. KIY764, 
Alabama. 

South Central BeU Telephone Co.. KIY793, 
Kentucky. * 

South Central BeU Telephone Co.. KKC266, 
Louisiana. 


South 

Central 

Bell 

Telephone 

Co., 

KKD292. Louisiana. 



South 

Central 

Bell 

Telephone 

Co.. 


KKG415. Louisiana. 


South Central BeU Telephone Co., KKI448, 
Louisiana. 

South Central BeU Telephone Co., KKI449, 
Louisiana. 

South Central BeU Telephone Co., KKI453. 
Louisiana. 

South Central BeU Telephone Co.. KKI454, 
Louisiana. 

South Central BeU Telephone Co., KKI455, 
Louisiana. 

South Central BeU Telephone Co.. KKI456. 
Louisiana. ^ 

South Central BeU Telephone Co.. KKJ448, 
Louisiana. 

South Central BeU Telephone Co., 

KKM578. Mississippi. 

South Central BeU Telephone Co., 

KKM580, Mississippi. 

South Central BeU Telephone Co., KLB506, 
Louisiana. 

South Central BeU Telephone Co.. KLB509, 
Louisiana. 

South Central BeU Telephone Co., KLB558, 
Louisiana. 

South Central Bell Telephone Co., KLB711, 
Louisiana. 

South Central BeU Telephone Co.. KLB787. 
Mississippi. 

South Central BeU Telephone Co., 

KQK778, Mississippi. 

South Central BeU Telephone Co., 

KQK779, Mississippi. 

South Central BeU Telephone Co., KQZ795. 
Mississippi. 

South Central BeU Telephone Co.. KRS688. 
Alabama. 

South Central BeU Telephone Co.. KUS382, 
Louisiana. 

South Central BeU Telephone Co.. 

KWA661, Tennessee. 

South Central BeU Telephone Co., KIJ359, 
Alabama. 

South Central BeU Telephone Co.. KIM910, 
Alabama. 

South Central BeU Telephone Co., KIY451, 
Tennessee. 

South Central BeU Telephone Co.. KIY454. 
Tennessee. 

South Central BeU Telephone Co.. KIY714, 
Alabama. 

South Central BeU Telephone Co.. KIY763, 
Alabama. 

S outh Central BeU Telephone Co.. 
KWA638, Tennessee. 

S outh Central Bell Telephone Co., 
KWA663, Tennessee. 

Valley Rural Telephone Cooperative, 
KWU506. Montana. . 

Wilton Telephone Co.. KUS293, Iowa. 

RURAL RADIO SERVICE 

60259-CR-P/L-78 The Mountain States 
Telephone <fc Telegraph Co. (new). C.P. 
and license for a new rural subscriber sta¬ 
tion to operate on 157.77 MHz to be locat¬ 
ed 40 miles east of Farson, Wyo. 
60260-CR-TC-<2>-78 General Telephone 
Co. of Upstate New York, Inc. Consent to 
transfer of control from General Tele¬ 
phone & Electronics Corp.. transferor to 
Continental Telephone International Fi¬ 
nance Corp., transferee. Stations: KEH90. 
BoonvUle. N.Y. and KEH91. Turin. N.Y. 

POINT TO POINT MICROWAVE RADIO SERVICE 

NY—2400-CF-TC-<4)-78 General Tele¬ 
phone Co. of Upstate New York. Inc. Con¬ 
sent to transfer of control from General 
Telephone & Electronics Corp.. transferor 
to Continental Telephone International 
Finance Corp.. transferee for stations 
KEH87 BoonvUle. N.Y., KEH88 Flatrock. 
N.Y.. KEH89 Old Forge. N.Y. and KEM45 
Lowville. N.Y. 


WI—2401 -CF-P-78 Universal Telephone 
Co. of Northern Wisconsin (WHB34). 
Manitowish 1.2 miles SE of Manitowish 
Waters (Vilas). Wis. Lat. 46*07*24" N.. 
Long. 89*52*13" W. C.P. to add a new point 
of communication on frequencies 2168.4V 
MHz on azimuth 25.6* toward Presque Isle 
and 2178V MHz on azimuth 239.9* toward 
Springstead. Wis. 

WI—2402-CF-P-78 Same (new). 3 Vi miles 
west of Presque Isle (VUas), Wis. Lat. 
46*1413*' N. Long. 89*47*30" W. C.P. for a 
new station on frequencies 2118.4V MHz 
on azimuth 205.7* toward Manitowish and 
2124.8H MHz on azimuth 139.6* toward 
Boulder Junction. Wis. 

WI—2403-CF-P-78 Same (new). Junction 
of city trk. M & M Boulder Junction 
(Vilas). Wis. Lat. 46*06*49" N., Long. 
89*38*35" W. C.P. for a new station on fre¬ 
quency 2174.8H MHz on azimuth 320.1* 
toward Presque Isle, Wis. 

WI—2404-CF-P-78 Same (new), adjacent 
to State Highway 51 Mercer (Iron). Wis. 
Lat. 46°09 59" N., Long. 90*03*51" W. C.P. 
for a new station on frequency 2171.6V 
MHz on azimuth 193.8* toward Spring- 
stead. Wis. 

WI—2405-CF-P-78 Same (new), Spring- 
stead 10 miles south of Mercer (Iron), Wis. 
Lat. 46*01*29" N.. Long. 90*06*51" W. C.P. 
for a new station on frequencies 2128H 
MHz on azimuth 59.8* toward Manitowish 
and 2121.6V MHz on azimuth 13.8* toward 
Mercer, Wis. 

VI—2504-CF-TC-(3)-78 Virgin Islands 
Telephone Corp. Consent t o tra nsfer of 
control of corporation from ITT Commu¬ 
nications, Inc., transferor, to U.S. Tele¬ 
phone & Telegraph Corp., transferee, for 
station s WWT60—Crown Mountain, 
WWT57—Krondprindsena. WWY43— 
Christiansted. Virgin Islands. 

PA—2239-CF-P-78 MCI Telecommunica¬ 
tions Corp. (WCU377). Developmental- 
temporary fixed to lease and operate six 
(6) 4 KHz channels between Lancaster 
and York, Pa. on frequency bands 5925.0- 
6425.0 MHz; 10700.0-11700.0 MHz and 
3700.0-4200.0 MHz. 

PA—2240-CF-P-78 Microwave Communi¬ 
cations. Inc. (WCU432). Developmental- 
temporary fixed to lease and operate six 4 
KHz channels between Lancaster and 
York, Pa. on frequency bands 5925.0- 
6425.0 MHz; 10700.0-11700.0 MHz. and 
3700.0-4200.0 MHz. 

PA-2241-CF-P-78 N-Triple-C. Inc. 

(WCU433). Developmental-temporary 
fixed to lease and operate six 4 KHz chan¬ 
nels between Lancaster and York, Pa. on 
frequency bands 5925.0-6425.0 MHz; 
10700.0-11700.0 MHz and 3700.0-4200.0 
MHz. 

WI—2417-CF-P-78 Midwestern Relay Co. 
(WLJ68). Jefferson. 5 miles NW of Fort 
Atkinson, Wis. Lat. 42*59*38" N., Long. 

» 88*53*49" W. C.P. to replace antenna(es) 
and to add 6004.5V MHz toward Rubicon, 
Wis. and to delete 6197.2V MHz toward 
North Prairie. Wis. 

WI—2418-CF-P-78- Same (WLJ48). 1 mile 
NW of Rubicon, Wis. Lat. 43*20*53" N.. 
Long. 88*28 15'* W. C.P. to add 6315.9H 
MHz toward Jefferson, Wis. 

WI—2419-CF-P-78 Same (WCU346). 2 

miles NE of Elkhom. Wis. Lat. 42*41*28" 
N., Long. 88*31*07" W. CJP. to add 6256.5H 
MHz toward Jefferson, Wis. 

VT—2398-CF-P-78 Eastern Microwave, 
Inc. (WB048). Mount Pritchard. 1.9 miles 
north of Mechanicsville. Vt. Lat. 44*22*11" 
N.. Long. 73*06*19" W. C.P. to add 10895V 
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MHz toward Plattsburgh. N.Y., on azi¬ 
muth 323.1*. 

PA—2465-CF-P-78 Same South Moun- 
taln—2.5 miles SSW of Womelsdorf. Pa. 
LaL 40*19 25 N.. Long. 76*11*48' W. C.P. 
to add 6271.4V MHz toward Lancaster. 
Pa., via power split, on azimuth 199.5*. 

CORRECTIONS 

AZ—2081-CF-MP-78 Navajo Communica¬ 
tions Co. Inc. (WPY28). Dildon (Navajo). 
Arlz. Correct polarization change from H 
to V. All other particulars remain the 
same as reported on Public Notice No. 909 
dated May 8. 1978. 

[PR Doc. 78-16181 Filed 6-12-78; 8:45 am] 


[6210-01] 

FEDERAL RESERVE SYSTEM 
CITiBANC HOLDING CO., INC 
Formation of Bank Holding Company 

Citibanc Holding Co., Inc., Musko¬ 
gee. Okla., has applied for the Board s 
approval under Section 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 
1842(a)(1)) to become a bank holding 
company by acquiring 80 percent or 
more of the voting shares of City 
Bank. Muskogee, Okla. The factors 
that are considered in acting on the 
application are set forth In Section 
3(c) of the Act (12 U.S.C. 1842(c)). 

Citibanc Holding Co.. Inc., has also 
applied, pursuant to Section 4(c)(8) of 
the Bank Holding Company Act (12 
U.S.C. 1843(c)(8)) and Section 
225.4(b)(2) of the Board's Regulation 
Y (12 CFR 225.4(b)(2)), for permission 
to acquire a beneficial interest in 
voting shares of Citibank Business 
Trust, Muskogee, Okla., which will 
own voting shares of Citibank Insur¬ 
ance Agency, Inc., Muskogee, Okla. 
Notice of the application was pub¬ 
lished on April 1, 1978, in Muskogee 
Daily, Phoenix, a newspaper circulat¬ 
ed in Muskogee, Okla. 

Applicant states that the proposed 
subsidiary would engage In the activi¬ 
ties of acting as agent for the sale of 
credit life insurance and credit acci¬ 
dent and health insurance in connec¬ 
tion with extensions of credit by City 
Bank, Muskogee, Okla. Such activities 
have been specified by the Board In 
Section 225.4(a) of Regulation Y as 
permissible for bank holding compa¬ 
nies, subject to Board approval of indi¬ 
vidual proposals in accordance with 
the procedures of Section 225.4(b). 

Interested persons may express their 
views on the question whether con¬ 
summation of the proposal can ''rea¬ 
sonably be expected to produce bene¬ 
fits to the public, such as greater con¬ 
venience, increased competition, or 
gains in efficiency, that outweigh pos¬ 
sible adverse effects, such as undue 
concentration of resources, decreased 
or unfair competition, conflicts of in¬ 
terests, or unsound banking practices. 0 
Any request for a hearing on this 


question should be accompanied by a 
statement summarizing the evidence 
the person requesting the hearing pro¬ 
poses to submit or to elicit at the hear¬ 
ing and a statement of the reasons 
why this matter should not be re¬ 
solved without a hearing. 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of 
Kansas City. 

Any views or requests for hearing 
should be submitted in writing and re¬ 
ceived by the Secretary, Board of Gov¬ 
ernors of the Federal Reserve System. 
Washington, D C. 20551, not later 
than June 20, 1978. 

Board of Governors of the Federal 
Reserve System, June 5,1978. 

Griffith L. Garwood, 
Deputy Secretary of the Board 

CFR Doc. 78-16305 Filed 6-12-78; 8:45 aral 


[6210-01] 

FIRST EVERGREEN CORF. 

Formotion of Bank Holding Company 

First Evergreen Corp., Evergreen 
Park, BL, has applied for the Board's 
approval under Section 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 
1842(a)(1)) to become a bank holding 
company by acquiring 100 percent 
(less directors' qualifying shares) of 
the voting shares of the successor by 
merger to First National Bank of Ever¬ 
green Park, Evergreen Park, HI. The 
factors that are considered in acting 
on the application are set forth in Sec¬ 
tion 3(c) of the Act (12 UB.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of Chi¬ 
cago. Any person wishing to comment 
on the application should submit views 
in writing to the Secretary, Board of 
Governors of the Federal Reserve 
System, Washington, D.C. 20551 to be 
received no later than June 28, 1978. 

Board of Governors of the Federal 
Reserve System, June 6, 1978. 

Griffith L. Garwood. 

Deputy Secretary of the Board 

CFR Doc. 78-16306 Filed 6-12-78; 8:45 am] 


[6210-01] 

FIRST KANSAS BANCORP. 

Formation of Bank Holding Company 

First Kansas Bancorp., Leaven¬ 
worth, Kans., has applied for the 
Board's approval under Section 3(a)(1) 
of the Bank Holding Company Act (12 
U.S.C. 1842(a)(1)) to become a bank 
holding company by acquiring 94 per¬ 
cent or more of the voting shares of 
First National Bank of Leavenworth, 
Leavenworth, Kans. The factors that 
are considered in acting on the appli¬ 


cation are set forth in Section 3(c) of 
the Act (12 U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of 
Kansas City. Any person wishing to 
comment on the application should 
submit views In writing to the Secre¬ 
tary. Board of Governors of the Feder¬ 
al Reserve System, Washington, D.C. 
20551 to be received no later than 
June 28. 1978. 

Board of Governors of the Federal 
Reserve System. June 5, 1978. 

Griffith L. Garwood. 

Deputy Secretary of the Board 

[FR Doc. 78-16300 Filed 6-12-78: 8:45 am] 


[6210-01] 

GLEN-AN CORP. 

Formation of Bank Holding Company 

Glen-An Corp., Kanaranzi, Minn., 
has applied for the Board s approval 
under section 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 
1842(a)(1)) to become a bank holding 
company by acquiring 95.6 preent of 
the voting shares of Farmers State 
Bank, Kanaranzi, Minn. The factors 
that are considered in acting on the 
application are set forth in section 3(c) 
of the Act (12 U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of 
Minneapolis. Any person wishing to 
comment on the application should 
submit views in writing to the Secre¬ 
tary. Board of Governors of the Feder¬ 
al Reserve System, Washington. D.C. 
20551 to be received no later than July 
5. 1978. 

Board of Governors of the Federal 
Reserve System, June 5, 1978. 

Griffith L. Garwood. 

Deputy Secretary of the Board 

CFR Doc. 78-16302 Filed 6-12-78; 8:45 am] 


[6210-01] 

GORDON FINANCIAL CORP. 

Formotion of Bonk Holding Company 

Gordon Financial Corp.. Gordon. 
Tex., has applied for the Board's ap¬ 
proval under Section 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 
1842(a)(1)) to become a bank holding 
company by acquiring 80 percent or 
more of the voting shares of The First 
National Bank of Gordon. Gordon, 
Tex. The factors that are considered 
in acting on the application are set 
forth in Section 3(c) of the Act (12 
U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of 
Dallas. Any person wishing to com- 
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ment on the application should submit 
views in writing to the Secretary. 
Board of Governors of the Federal Re¬ 
serve System. Washington. D.C. 20551 
to be received no later than July 5. 
1978. 

Board of Governors of the Federal 
Reserv e System, June 5. 1978. 

Griffith L. Garwood. 
Deputy Secretary of the Board. 

tFR Doc. 78-16301 Filed 6-12-78; 8:45 ami 


[ 6210 - 01 ! 

LIME SPRINGS INVESTMENT CO. 

Formation of Bank Holding Company 

Lime Springs Investment Co., Lime 
Springs, Iowa, has applied for the 
Board’s approval under Section 3(a)(1) 
of the Bank Holding Company Act (12 
U.S.C. 1842(a)(1)) to become a bank 
holding company by acquiring 80 per¬ 
cent or more of the voting shares of 
Exchange State Bank, Lime Springs. 
Iowa. The factors that are considered 
in acting on the application are set 
forth in Section 3(c) of the Act (12 
U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of Chi¬ 
cago. Any person wishing to comment 
on the application should submit views 
in writing to the Reserve Bank, to be 
received not later than June 27. 1978. 

Board of Governors of the Federal 
Reserve System, June 5. 1978. 

Griffith L. Garwood. 

Deputy Secretary of the BoarcL 

[FR Doc. 78-16303 Filed 6-12-78; 8:45 ami 


[ 6210 - 01 ] 

SOUTHWEST BANCSHARES, INC. 

Acquisition of Bank 

Southwest Bancshares, Inc.. Hous¬ 
ton, Tex., has applied for the Board’s 
approval under section 3(a)(3) of the 
Bank Holding Company Act (12 U.S.C. 
1842(a)(3)) to acquire 100 percent (less 
directors’ qualifying shares) of the 
voting shares of Baybrook National 
Bank. Harris County, Tex. The factors 
that are considered in acting on the 
application are set forth in section 3(c) 
of the Act (12 U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors 
or at the Federal Reserve Bank of 
Dallas. Any person wishing to com¬ 
ment on the application should submit 
views in writing to the Reserve Bank 
to be received not later than June 30. 
1978. 

Board of Governors of the Federal 
Reserve System, June 5, 1978. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

[FR Doc. 78-16304 Filed 6-12-78; 8:45 am] 


[ 4110 - 89 ] 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Assistant Secretary for Education 

INFORMATION AND DATA ACQUISITION 
ACTIVITY 

Comments on Collection 

Pursuant to section 406(g)(2)(B), 
General Education Provisions Act, 
notice is hereby given as follows: 

The National Center for Education 
Statistics, and the U.S. Office of Edu¬ 
cation have proposed collections of in¬ 
formation and data acquisition activi¬ 
ties which will request information 
from educational agencies or institu¬ 
tions. 

The purpose of publishing this 
notice in the Federal Register is to 
comply with paragraph (g)(2)(B) of 
the “Control of Paperwork” amend¬ 
ment which provides that each educa¬ 
tional aency or institution subject to a 
request under the collection of infor¬ 
mation and data acquisition activity 
and their representative organizations 
shall have an opportunity, during a 30- 
day period before the transmittal of 
the request to the Director of the 
Office of Management and Budget, to 
comment to the Administrator of the 
National Center for Education Statis¬ 
tics on the collection of information 
and data acquisition activity. 

These data acquisition activities are 
subject to review,Jay the HEW Educa¬ 
tion Data Acquisition Council and the 
Office of Management and Budget. 

Descriptions of the proposed collec¬ 
tions of information and data acquisi¬ 
tion activities follow below. 

Written comments on the proposed 
activities are invited. Comments 
should refer to the specific sponsoring 
agency and form number and must be 
received on or before July 13, 1978, 
and should be addressed to Adminis¬ 
trator, National Center for Education 
Statistics. Attn: Manager. Information 
Acquisition. Planning, and Utilization, 
Room 3001, 400 Maryland Avenue 
SW., Washington, D.C. 20202. 

Further information may be ob¬ 
tained from Elizabeth M. Proctor of 
the National Center for Education 
Statistics. 202-245-1022. 

Dated: June 7, 1978. 

Marie D. Eldridge, 
Administrator , National Center 
for Education Statistics . 

Description of a Proposed Collection of 
Information and Data Acquisition 
Activity 

1. Title of proposed activity: Postsecon¬ 
dary Network Surveys System. 

2. Agency/bureau/office: National Center 
for Education Statistics, Division of Statisti¬ 
cal Services, Federal/State Coordination 
Branch. 


3. Agency form number: NCES 2405. 

4. Legislative authority for this activity: 

“• • • The (National) Center (for Educa¬ 
tion Statistics) shall— • • • collect, collate, 
and. from time to time, report full and com¬ 
plete statistics on the condition of education 
in the United States • * •’* (Sec. 501 of Pub. 
L. 93-380; Sec. 406(b) of the General Educa¬ 
tion Provisions Act. 20 USC 1221e-l>. 

5. Voluntary/obligatory nature of re¬ 
sponse: Voluntary. 

6. How information to be collected w ill be 
used: Survey results will be used by NCES: 
(1) To evaluate the usefulness of data ob¬ 
tained in its data collection efforts: (2) to 
evaluate data collection instruments or por¬ 
tions thereof that will result in specific al¬ 
terations and/or deletions that will ulti¬ 
mately permit reduction in respondent 
burden; (3) to improve coordination with 
State collection efforts: (4) to develop op¬ 
tional modes for disseminating data to 
users. 

Survey results will be used by States: (1) 
To query other States about workable solu¬ 
tions to problems of mutual concern; (2) to 
query other States about methodologies em¬ 
ployed in planning, making projections, de¬ 
veloping data systems, etc.; (3) to query 
other States about policies relating to post- 
secondary education. 

7. Data acquisition plan: 

a. Method of collection: Mail. 

b. Time of collection: On occasion, July 
1978 through September 1981. 

c. Frequency: 6-8 times per year. 

8. Respondents: 

a- Type: State education agencies. 

b. Number: 57. 

c. Estimated average man-hours per re¬ 
spondent: 10. 

9. Information to be collected: Informa¬ 
tion on: State uses of HEGIS and other data 
regularly collected on postsecondary educa¬ 
tion; workable solutions to common prob¬ 
lems; areas of concern possibly neglected or 
overlooked; impact of revised NCES policies 
relating to data collection; State policies re¬ 
lating to specific aspects of postsecondary 
education. 

Description of Proposed Collection of In¬ 
formation and Data Acquisition Activi¬ 
ty 

1. Title of Proposed activity: Application 
for Nonprofit Organization Grants Under 
the Emergency School Aid Act. 

2. Agency/bureau office: U.S. Office of 
Education/Bureau of Elementary and Sec¬ 
ondary Education/Equal Educational Op¬ 
portunity Programs. 

3. Agency form number: OE Form 116. 11/ 
77. 

4. Legislative Authority for this Activity. 

“• • • the Assistant Secretary • • • may 

assist by grant or contract any public or pri¬ 
vate nonprofit agency, institution, or orga¬ 
nization (other than a local educational 
agency) and to carry out programs or pro¬ 
jects designed to support the development 
or implementation of a plan, program, or ac¬ 
tivity described in section 706.’* 

(Pub. L. 92-318, sec. 708(b)(1)); (20 U.S.C. 
1604(a)(3) and 1607(b)(1)); (45 CFR 

185.61(a).) 

Bilingual projects (.nonprofit organiza¬ 
tions). 

“• • • the Assistant Secretary is author¬ 
ized to make grants to, and contracts with— 
(A) private nonprofit agencies, institutions, 
and organizations to develop curricula, at 
the request of one or more educational 
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agencies which are eligible for assistance 
under section 706. designed to meet the spe¬ 
cial educational needs of minority group 
children who are from environments in- 
which a dominant language is other than 
English, for the development of reading, 
writing, and speaking skills, in the English 
language and in the language of their par¬ 
ents or grandparents, and to meet the edu¬ 
cational needs of such children and their 
classmates to understand the history and 
cultural background of the minority groups 
of which such children are members • • •** 

(Pub. L. 92-318, sec. 708(c)(lXA)); (20 U.S.C. 
1607(cXlXA»; (45 CFR 185.51(b).) 

Special mathematics projects. 

“(3) The Assistant Secretary is authorized 
to make grants to. and contracts with, one 
or more private, nonprofit agencies, institu¬ 
tions. or organizations, for the conduct, in 
cooperation with one or more local educa¬ 
tional agencies, of special programs for the 
teaching of standard mathematics to chil¬ 
dren eligible for services under this Act 
through instruction in advanced mathemat¬ 
ics by qualified instructors with bachelor de¬ 
grees in mathematics, or the mathematical 
sciences from colleges or other institutions 
of higher education, or equivalent experi¬ 
ence.” 

(Pub. L. 92-318. sec. 708(aX3»; (20 U.S.C. 
1605(d) and 1607(a)(3)); (45 CFR 185.92).) 

5. Voluntary/Obligatory nature of re¬ 
sponse: Required to obtain benefits. 

6. How information to be collected will be 
used: Each application for a nonprofit orga¬ 
nization grant under the Emergency School 
Aid Act will be subject to the following re¬ 
views: 

A. Statistical data review. The statistical 
data regarding the enrollment and isolation 
of minority group students will be taken 
from the application and used to compute 
the extent of reduction of minority group 
isolation in the local educational agency or 
agencies whose plan(s) the applicant pro¬ 
poses to support. 

B. Eligibility/assurances review. The 
Office for Civil Rights (OCR) has the dele¬ 
gated authority to validate those assurances 
which determine if districts are eligible to 
apply for and receive financial assistance. In 
addition. OCR determines if the document 
submitted as a desegregation plan is actual¬ 
ly a plan which requires the elimination, re¬ 
duction or prevention of minority group iso¬ 
lation. The remaining ESAA assurances are 
verified by program personnel responsible 
for administering the Emergency School 
Aid Act. 

C. Educational quality review The educa¬ 
tional quality score of each application will 
be determined by a panel of qualified per¬ 
sons. The listing of prominent milestones 
outlined by the applicant will be used by OE 
personnel to track the relative progress of 
the project. 

7. Data Acquisition Plan: 

a. Method of collection: Mail. 

b. Time of collection: January. 

c. Frequency: Annually. 

8. Respondents: 

a. Type: Public and private nonprofit 
agencies. Institutions, or organizations. 

b. Number: Sample—1.000. 

c. Estimated average number manhours 
per respondent: 35 hours. 

9. Information to be collected: 

Applicants are required to submit the fol¬ 
lowing information: 

(a) Documentation. (1) A copy of the 
charter, articles of incorporation, bylaws, or 


other legal documents indicating the nature 
and purpose of the application, including 
evidence of nonprofit status. 

(2) A copy or description of the plan being 
implemented by the appropriate local edu¬ 
cational agency, except where the LEA has 
also applied for assistance. 

(3) Applicants proposing to support the 
development of a plan or project should 
provide written documentation of the LEA’s 
request for such support of development. 

(4) A statement indicating the name of 
the LEA representative to whom the appli¬ 
cation was submitted and the date of sub¬ 
mission and any comments received. 

(5) A description of the provisions which 
have been made for effective liaison with 
the cooperating LEA with regard to oper¬ 
ation of the proposed project. 

(b) Data items. (1) Data regarding the es¬ 
tablishment of the advisory committee in¬ 
cluding date established, date application 
was submitted to advisory committee for 
review and comment and the date the 
names of the advisory committee members 
and purpose of such committee were pub¬ 
lished in a newspaper. 

(2) Data regarding the composition of the 
advisory committee including names of com¬ 
mittee members, race or ethnic group and 
community organization represented. Appli¬ 
cant must also indicate if the advisory com¬ 
mittee member is a parent of student affect¬ 
ed by the ESAA plan or project, a classroom 
teacher or secondary school student. 

(3) The current enrollment of minority 
group students in all schools of the LEA, 
and the total number of schools currently 
operated by the local educational agency 
and the total number of schools which have 
been affected by the desegregation plan 
under which the LEA is operating. This in¬ 
formation need not be provided by appli¬ 
cants for bilingual projects. 

Note.— Items (4) through (6) apply only if 
the LEA is not applying for Emergency 
School Aid Assistance. 

(4) By names of schools affected by the 
LEA s desegregation plan and by number of 
schools not affected by the plan, provide 
the total enrollment of the school district 
and the number and percentage of minority 
group pupils enrolled in such schools. 

(5) By names of schools predicted to be af¬ 
fected by the LEA'S desegregation plan, and 
by number of schools predicted not to be af¬ 
fected by the plan, provide the total enroll¬ 
ment and the number and percentage of mi¬ 
nority pupils predicted to be enrolled in 
such schools. 

(6) Provide a copy of the plan to prevent 
minority group isolation or plan to establish 
or maintain one or more integrated schools. 
By names of schools predicted to be affect¬ 
ed by the LEA’s desegregation plan, and by 
number of schools not predicted to be af¬ 
fected. provide the total enrollment and the 
number and percentage of minority group 
pupils predicted to be enrolled in such 
schools assuming the plan is Implemented 
and assuming the plan is not Implemented. 

(7) Applicants for bilingual projects only. 
Provide the total enrollment in the LEA of 
pupils from environments in which a domi¬ 
nant language is other than English and the 
number and percentage of such children 
who receive instruction of any kind (prior to 
the application for assistance under this 
subpart) in such language, the average 
number of hours per day such Instruction is 
provided, and the educational goals of such 
instruction; the extent to which minority 


group children are separated from nonmi¬ 
nority group children by or within classes 
for any part of the day for the provision of 
instructional or other services to such mi¬ 
nority group children or for purposes of 
ability grouping or homogenous Instruction, 
and the educational justification for such 
separation; the extent to which materials 
utilized for reading instruction are varied 
(by primary language, subject matter, or in¬ 
tended level of instruction as between the 
various schools in the affected school dis¬ 
trict or between the various classrooms 
within such schools). 

(c) A program narrative presented In the 
following manner: (1) The needs assessment 
with each need ranked in order of priority 
and presented separately. Under each need 
component, the objectives and activities as¬ 
sociated with the particular need, the plans 
for evaluation of those activities and the 
management of resources. Key project staff 
positions should be discussed. 

(2) A statement of past activities, etc. 

(3) A statement of the extent to which 
other public or private nonprofit agencies or 
organizations in the affected school districts 
have been consulted in the preparation of 
the application and the provisions made for 
coordination with such organizations which 
have applied for or received Emergency 
School Aid Act (ESAA) assistance. 

(4) Procedures by which the proposed 
ESAA program, project or activity will be 
coordinated with projects conducted pursu¬ 
ant to Titles I. IIL and VII of the Elemen¬ 
tary and Secondary Education Act of 1965 
and Title IV of the Civil Rights Act of 1964. 

Description op a Proposed Collection op 
Information and Data Acquisition 

l. Title of Proposed Activity: Application 
for Grants under the Emergency School Aid 
Act for Local Educational Agencies and 
Other Public Agencies or Organizations. 2. 
Agency/Bureau/Office: U.S. Office of Edu¬ 
cation. Bureau of Elementary and Second¬ 
ary Education. Equal Educational Opportu¬ 
nity Programs. 

3. Agency Form Number: OE Form 116-1 

4. Legislative Authority for This Activity: 

(A) Basic Grants: 

”The Assistant Secretary is authorized to 
make a grant to, or contract with a local 
educational agency— 

(A) Which is implementing a plan— 

(i) Which has been undertaken pursuant 
to a final order issued by a court of the 
United States, or a court of any State, or 
any other State agency or official or compe¬ 
tent Jurisdiction, and which requires the de¬ 
segregation of minority group segregated 
children or faculty in the elementary and 
secondary schools of such agency, or other¬ 
wise requires the elimination or reduction of 
minority group isolation in such schools; or 

(ii) Which has been approved by the Sec¬ 
retary as adequate under Title VI of the 
Civil Rights Act of 1964 for the desegrega¬ 
tion of minority gToup segregated children 
or faculty in such schools: or 

(B) Which, without having been required 
to do so. has adopted and is Implementing, 
or will, if assistance is made available to it 
under this title, adopt and implement, a 
plan for the complete elimination of minor¬ 
ity group isolation in all of the minority 
group isolated schools of such agency; or 

(C) Which has adopted and is implement¬ 
ing. or will, if assistance is made available to 
it under this Act, adopt and implement, a 
plan— 
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(i) To eliminate or reduce minority group 
isolation in one or more of the minority 
group isolated schools of such agency, 

(li) To reduce the total number of minor¬ 
ity group children who are In minority 
group isolated schools of such agency. 

(iii) To prevent minority group isolation 
reasonably likely to occur (in the absence of 
assistance under this title) in any school in 
such district in which school at least 20 per 
centum but not more than 50 per centum, of 
the enrollment consists of such children, or 

(D) Which, without having been required 
to do so, has adopted and is implementing, 
or will, if assistance is made available to it 
under this title, adopt, and implement a 
plan to enroll and educate in the schools of 
such agency children who would not other¬ 
wise be eligible for enrollment because of 
nonresidence in the school district of such 
agency, where such enrollment would make 
a significant contribution toward reducing 
minority group isolation in one or more of 
the school districts to which such plan re¬ 
lates; or 

(E) Which will establish or maintain one 
or more integrated schools as defined in sec¬ 
tion 720(7) and which— 

(i) Has a sufficient number of minority 
group children to comprise more than 50 
per centum of the number of children in at¬ 
tendance at the schools of such agency, and 

(ii) Has agreed to apply for an equal 
amount of assistance under section (b).” 

(Pub. L. 92-318. section 706(aXl)); (20 
U.S.C. 1605(a)(1)); (45 CFR 185.11). 

(B) Pilot Projects. 

•‘The Assistant Secretary is authorized to 
make grants to or contracts with local edu¬ 
cational agencies • • • for unusually promis¬ 
ing pilot programs or projects designed to 
overcome the adverse effects of minority 
group Isolation by improving the academic 
achievement of children in one or more mi¬ 
nority group isolated schools If • • • the 
local educational agency had a number of 
minority group children enrolled in its 
schools • • • which <1) is at least 15,000 or 

(2) constitutes more than 50 per centum of 
the total number of children enrolled in 
such schools.” 

(Pub. L. 92-318, section 706(b)); (20 U.S.C. 
1605(b)); (45 CFR 185.21). 

(C) Bilingual Projects. 

“(c)(1) The Assistant Secretary shall carry 
out a program to meet the needs of minor¬ 
ity group children who are from an environ¬ 
ment in whch a dominant language is other 
than English • • • the Assistant Secretary is 
authorized to make grants to and contracts 
with • • • 

(B) Local educational agencies eligible for 
assistance under section 706 for the purpose 
of engaging in such activities; or 

(C) Local educational agencies which are 
eligible to receive assistance under section 
706 for the purpose of carrying out activi¬ 
ties authorized under section 707(a) • • V 

(Pub. L. 92-318, section 708(c)(1) (B) and 
(C)>; (20 U.S.C. 1607(c)(1) (B) and (C»; (45 
CFR 185.51). 

(D) Special Projects. 

“The Assistant Secretary is authorized to 
make grants to. and contracts with. State 
and local educational agencies, and other 
public agencies and organizations (or a com¬ 
bination of such agencies and organizations) 
for the purpose of conducting special pro¬ 
grams and projects carrying out activities 
otherwise authorized by this title, which the 


Assistant Secretary determines will make 
substantial progress toward achieving the 
purposes of this title.” 

(1) Special Arts Projects. 

“(a) Any public agency or organization re¬ 
sponsible for the administration of 
statewide public arts programs, such as a 
State Arts Council or State Arts and Hu¬ 
manities Commission, may apply for assist¬ 
ance by grant • • • for special projects that 
would through the arts provide opportuni¬ 
ties for interracial and Intercultural commu¬ 
nication and understanding to help meet 
the special needs incident to the implemen¬ 
tation of a plan or project described in 
§185.11 or § 185.31(a) • • V 

(Pub. L. 92-318, section 708(a)(2)); (20 U.S.C. 
1607(a)(2)); (45 CFR 185.91). 

(2) Special Student Concerns Projects. 

“(a) Any public agency or organization • • 

• other than a local educational agency may 
apply for assistance by grant • * • for the 
conduct of special student concerns projects 
designed to eliminate the disproportionately 
high incidence of suspension, expulsion, and 
other disciplinary action involving minority 
group students in the schools of cooperating 
local educational agencies • • •” 

(Pub. L. 92-318, section 708(a)); (20 U.S.C. 
1607(a)(2)); (45 CFR 185.93). 

(3) Other Special Projects. 

“(a)(1) The Assistant Secretary may assist 

• • • any State or local educational agency 
or other public agency or organization • • • 
for the purpose of conducting special pro¬ 
grams or projects which the Assistant Secre¬ 
tary determines will make substantial pro¬ 
gress toward achieving the purposes of the 
Act.” 

(Pub. L. 92-318. section 708(a)); (20 U.S.C. 
1607(a)); (45 CFR 185.94). 

(4) Special Compensatory Projects. 

“(a) The Assistant Secretary shall, in ac¬ 
cordance with the provisions of this title, 
carry out a program designed to achieve the 
purpose set forth in section 702(b). There 
are authorized to be appropriated for the 
purpose of carrying out this title • • • and 
$1,000,000 for the period beginning July 1, 
1976, and ending September 30. 1979. except 
that of the sums available under section 
708(a), the Assistant Secretary is limited in 
the use of such sums to an amount, not 
more than 5 percent, which may be used for 
providing compensatory services funded in 
whole or in part under Title I of the Ele¬ 
mentary and Secondary Education Act of 
1965, but who are no longer receiving such 
services as a result of attendance area 
changes under a desegregation order or plan 
issued after August 21.1974.” 

(Pub. L. 92-318, section 704(a)): (20 U.S.C. 
1603(a)); (45 CFR 185.95-1). 

(E) Magnet School and University/Busi¬ 
ness Cooporation. 

and 

(F) Neutral Site Planning. 

“There are authorized to be appropriated 
in addition to the sums authorized under 
subsection (a) of this section $25,000,000 for 
fiscal year 1977 • • • for the purpose of car¬ 
rying out activities specified in paragraphs 

(13) through (15) of section 707(a) of this 
Act • • *. 

(13) Planning and design of. and conduct 
of programs in, magnet schools. 

(14) The pairing of schools and programs 
with specific colleges and universities and 
with leading businesses. 


(15) The development of plans for neutral 
site schools." 

(Pub. L. 92-318, section 704(d), section 
707(a)); (20 U.S.C. 1603(d), 1606(a)); (45 
CFR 185.102). 

(G) Preimplementation Grants. 

“Under the authority of section 708(a)(2) 
of the Emergency School Aid Act (Title VII 
of Pub. L. 92-318, as amended 20 U.S.C. 
1601-1619), the Commissioner of Education 
invites applications for assistance to prepare 
for the implementation of desegregation 
plans (or other plans described in section 
706(a)(1) <A)(i), (B). or (C) (i) or (ii) of the 
Act. involving the elimination or reduction 
of minority group isolation in public ele¬ 
mentary and secondary schools). 

Applications will be accepted from local 
educational agencies (LEA's), State educa¬ 
tional agencies (SEA’s). and other public 
agencies and organizations in connection 
with plans under which children (or. in the 
case of required plans described in section 
706(a)(1)(A). faculty), will be reassigned to 
schools in the 1978-79 school year.” 

6. How Information Collected Will Be 
Used; Each application for a LEA grant 
under the Emergency School Aid Act will be 
subject to the following reviews. 

A. Statistical Data Review. 

The statistical data regarding the enroll¬ 
ment and isolation of minority group stu¬ 
dents will be taken from the application and 
used to compute the extent of projected re¬ 
duction of minority group isolation. Pilot 
project applications must be verified to have 
at least 15,000 minority group students in 
the district or 50 percent minority enroll¬ 
ment in the project schools. 

B. Eligibility/Assurances Review. 

The Office for Civil Rights (OCR) has 
been delegated authority to determine if 
districts are eligible to apply for and receive 
assistance under Pub. L. 92-318. The Office 
of Education is responsible for determining 
if the applicant has met the requirements 
for all other assurances. 

C. Educational Quality Review. The edu¬ 

cational quality score of each application 
will be determined by a panel of qualified 
persons using the criteria outlined in 45 
CFR 185.14, 185.24, 185.34. 185.35, 185.54(b), 
185.91-2, 185.92-3, 185.93-3, 185.94-3. 

185.106, and 185.107, as applicable. The list¬ 
ing of prominent milestones outlined by the 
applicant will be used by OE personnel to 
track the progress of the project. 

7. Data Acquisition Plan. 

a. Method of collection: Mail. 

b. Time of Collection: January. 

c. Frequency: Annually. 

8. Respondents. 

a. Type: Local educational agencies and 
other public agencies or organizations. 

b. Number: Sample—1,150. 

c. Estimated average man hours per re¬ 
spondent: 40 hours. 

9. Information to be collected. 

Applicants for local educational agency 

(LEA) grants, including basic grants, pilot 
projects, territories, special arts, special stu¬ 
dent concerns projects, magnet schools and 
university/business cooperation projects, 
neutral site planning projects and preimple¬ 
mentation projects are required to submit 
the following information: 

(a) A copy of the desegregation plan in¬ 
cluding attachments to document assur¬ 
ances. (Applicants for magnet schools and 
university/business cooperation projects 
and neutral site planning projects are not 
required to have a desegregation plan.) 
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(b) A program narrative presented in the 
following manner: Needs Assessment should 
be broken down into individual needs, and 
each need should be ranked in order of pri¬ 
ority and presented separately. Under each 
component, discuss the objectives and activ¬ 
ities associated with the particular need, the 
plans for evaluation of those activities, the 
management of resources and for pilot pro¬ 
jects only, the plans for replication of the 
program. In discussing staffing, present a 
biographical sketch of the program director 
which includes his or her name, address, 
telephone number, background and other 
qualifying experience for the project. Spe¬ 
cial arts applicants must also state the prior 
experience in education, the arts, and inter¬ 
racial/intercultural relations of the State 
director level to be employed. Also, list the 
name and relevant experience of other key 
personnel to be involved in the project. 

Bilingual applicants must include a de¬ 
scription of the plan for Inservice training, 
and a plan for the implementation of any 
program developed or proposed to be devel¬ 
oped (see 45 CFR 185.52 (b) and (c)>. 

LEA applicants only: (1) Describe the pro¬ 
cedures proposed for the coordination of 
this proposed program or project with pro¬ 
jects. when applicable, of Titles I. III. and 
VII of the Elementary and Secondary Edu¬ 
cation Act of 1965 and Title IV of the Civil 
Rights Act of 1964 and other law's of the 
United States (see 45 CFR 185.13(h)). 

(2) Attach a description of how nonpublic 
school children and staff are expected to 
participate in the proposed project and of 
the procedure by which the applicant con¬ 
sulted with representatives of nonpublic 
schools In the development of the applica¬ 
tion, and procedures for effective liaison 
with such persons after the receipt of the 
funds requested (see 45 CFR 185.42(f)). 

Applicants for special compensatory pro¬ 
jects only. Provide (l)a precise description 
of attendance area changes under the deseg¬ 
regation plan; (2) the number of students 
eligible to receive compensatory services 
under this division, and a description of how 
the applicants determined their eligibility: 

(3) a description of the compensatory ser¬ 
vices for which the applicant seeks assist¬ 
ance; and (4) a detailed budget which shows 
the additional cost of providing the compen¬ 
satory services in the most economical way. 

(c) Enrollment data showing the number 
of schools to be affected by the plan under 
which the LEA is operating. 

(d) Enrollment data on the number and/ 
or percentge of minority group students as 
defined in 45 CFR 185.02(f) currently en¬ 
rolled in such school district. (Applicants 
for bilingual projects must also list the total 
non-English dominant enrollment in the 
LEA.) 

(e) Names of schools to be affected by the 
plan, where applicable, as well as the per¬ 
centage of minority group students enrolled 
in such schools for 

(1) School year immediately preceding the 
initiation of a LEA s current desegregation 
plan. (Applicants for magnet schools and 
university/business cooperation projects 
must provide enrollment data for two school 
years immediately preceding the year for 
which funds are requested.) 

(2) School year for which funds are being 
requested or the next most recent school 
term for which such data are available. 

(f) For applicants for integrated schools 
projects only, for each school provide the 
total predicted enrollment and the number 
and percent of minority enrollment for each 


school affected by the plan and each school 
not affected by the plan. 

(g) For 45 CFR 185.104(0(1X1X0. enter 
names of schools by decreasing percentages 
of minority pupils predicted to be enrolled 
and participate in project. (Magnet school 
and university/business cooperation pro¬ 
jects only.) 

(h) Number of schools not affected by the 
plan and the number and percentage of mi¬ 
nority pupils currently enrolled. 

(i) Number of students who are expected 
to participate in each school, by type of 
project and by racial category. 

(j) For 45 CFR 185.13(1X2), list by race, 
the number of principals, full-time class¬ 
room teachers, and head athletic coaches 
employed by district for academic year im¬ 
mediately preceding Implementation of any 
portion of district plan. 

(k) For 45 CFR 185.13(1X3), give the total 
number of all minority or all nonminority 
classes in the district and attach an educa¬ 
tional justification of such assignments. 

(m) For each nonpublic school which en¬ 
rolls students or employs staff who will par¬ 
ticipate in the proposed ESAA project (45 
CFR 185.42(f)), Indicate the type of grant, 
the total number of staff and students, by 
race, in each school, and the number of 
staff and students who will participate in 
each project. 

(n) for 45 CFR 185.13(iXl): list the dis¬ 
trict's transactions with nonpublic schools 
since June 23, 1972, including gifts, leases, 
loans, sales or other transactions of proper¬ 
ty or service, by name and address of non¬ 
public school, date of transaction and de¬ 
scription of property or services. 

(o) For 45 CFR 185.13(1), show the total 
local revenue and tax rate or show expendi¬ 
tures per pupil from local revenues for the 
applicable fiscal years (potential 3 years), 
and for 45 CFR 185.103(a)(3), show expendi¬ 
tures per pupil for the magnet schools, by 
grade level organization. 

(p) For 45 CFR 185.13(1X4), supply the 
district’s current enrollment by race and 
type of disability in classes for the mentally 
retarded or for children with other learning 
disabilities; supply the current number and 
percentage of students enrolled in the first 
grade in the district whose primary home 
language is other than English. If the 
number of non-English dominant students 
is more than 100 or more than 5 percent, 
attach the averages of the students enrolled 
in the third and sixth grades (or the nearest 
grades). 

(q) Provide data for advisory committees, 
including date established, date application 
submitted to committee for review, date the 
names of members and purpose were pub¬ 
lished in a newspaper and a copy of the 
minutes of the hearing, and a copy of the 
written comments of the advisory commit¬ 
tee. 

(r) Provide a copy of the letter to the 
State Educational Agency requesting SEA 
comments on the application. 

(s) For applicants for bilingual projects 
only. Provide (1) number and percentage of 
minority group children, in the district from 
an environment in which the dominant lan¬ 
guage is other than English, who currently 
receive instruction in such language, the 
average number of hours per day, and the 
educational goals of such instruction; (2) in¬ 
dicate the extent to which such minority 
children are separated from nonminority 
children by or within classes for any part of 
the day for the provision of instructional or 
other services or for purposes of ability 


grouping or homogeneous instruction, by 
name of school, average number of hours of 
separation per day. and educational justifi¬ 
cation for separations (45 CFR 185.53(c)); 
and (3) explain any variation in materials 
used for reading instruction between the 
various schools in the district or between 
the various classrooms within such school. 
Variations should be described in terms of 
primary language, subject matter, or intend¬ 
ed level of instruction. 

Description op a Proposed Collection or 
Information and Data Acquisition 
Activity 

1. Title of Proposed Activity: Fourth 
Annual Data Collection in Response to Sec¬ 
tion 437 of the General Education Provi¬ 
sions Act. 

2. Agency/bureau/office: U.S. Office of 
Education, Office of Planning. Budgeting, 
and Evaluation. 

3. Agency form number: OE 511. 

4. Legislative authority for this activity. 

"Responsibility of States to furnish infor¬ 
mation. (a) The Commissioner shall require 
that each State submit to him, within 
ninety days after the end of any fiscal year, 
a report on the uses of Federal funds in that 
State under any applicable program for 
which the State is responsible for adminis¬ 
tration. Such report shall: 

(1) List all grants and contracts made 
under such program to the local educational 
agencies and other public and private agen¬ 
cies and institutions within such State 
during such year; 

(2) Include the total amount of funds 
available to the State under each such pro¬ 
gram for such fiscal year and specify from 
which appropriation Act or Acts these funds 
were available; 

(3) With respect to the second preceding 
fiscal year, include a compilation of reports 
from local educational agencies and other 
public and private agencies and institutions 
within such State which sets forth the 
amount of such Federal funds received by 
each such agency and the purposes for 
which such funds were expended; 

(4) With respect to such second preceding 
fiscal year, include a statistical report on 
the individuals served or affected by pro¬ 
grams, projects, or activities assisted with 
such Federal funds; and 

(5) Be made readily available by the State 
to local educational agencies and other 
public and private agencies and institutions 
within the State, and to the public. 

(b) On or before March 31 of each year, 
the Commissioner shall submit to the Com¬ 
mittee on Labor and Public Welfare of the 
Senate and to the Committee on Education 
and Labor of the House of Representatives 
an analysis off these reports and a compila¬ 
tion of statistical data derived therefrom. 

((20 U.S.C. 12320 Enacted August 21, 1974, 
Pub L. 93-380. sec. 512(a), 88 Stat. 571.) 

5. Voluntary/obligatory nature of re¬ 
sponse: Required to obtain or maintain 
benefits. 

6. How information to be collected will be 
used: Data collected in this activity will be 
compiled, analyzed, and publicly disseminat¬ 
ed to serve multiple uses: 

(a) To respond to the specific Congres¬ 
sional mandate to list all grants and con¬ 
tracts made by the States under their re¬ 
sponsibilities to administer certain Federal 
education programs; to establish the specific 
program purposes for which such funds are 
being expended; and to estimate the num- 
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bers of program participants or beneficia¬ 
ries; 

(b) To establish a data base for the bene¬ 
fit of program management, assessment of 
program effectiveness, program evaluation, 
research, and future legislative actions; 

(c) To make this information readily avail¬ 
able to the public. 

7. Data acquisition plan; 

a. Method of collection: A computer gen¬ 
erated data collection form will be mailed to 
respondents. 

b. Time of collection: At or before the end 
of the fiscal year. September 30. 1978; 
return of completed forms is specified by 
law for no later than December 31. 1978. 

c. Frequency: Annually. 

8. Respondents: 

a. Type: State education agencies. 

b. Number 51. 

c. Estimated Average man-hours per re¬ 
spondent: 175 

a. Type: Federal education agencies. 

b. Number. 1. 

c. Estimated average man-hours per re¬ 
spondent: 20. 

a. Type: State library agencies not under 
SEA's. 

b. Number 35. 

c. Estimated average man-hours per re¬ 
spondent: 8. 

a. Type: VEA program offices not under 
SEA's. 

b. Number 7. 

c. Estimated average man-hours per re¬ 
spondent: 80. 

a. Type: AEA program offices not under 
SEA's. 

b. Number 5. 

c. Estimated average man-hours per re¬ 
spondent: 5. 

a. Type: HEA program offices not under 
SEA’s. 

b. Number 56. 

c. Estimated average man-hours per re¬ 
spondent: 1 

9. Information to be collected: Section 437 
of the General Education Provisions Act de¬ 
fines two broad classes of data to be collected 
for State administered Federal education 
programs. These classes are: (a) State level 
data, and (b) local level data. 

(a) State level data. Paragraph (a)(2) re¬ 
quires that the State report “include the 
total amount of funds available to the State 
under each such program • • • and specify 
from which appropriation Act or Acts these 
funds were available • • •“ 

For this data collection we are concerned 
with Federal funds appropriated for fiscal 
years 1978 and 1977, respectively. The allo¬ 
cation of fiscal year 1978 funds to States by 
program is available at USOE; these items 
will not be collected from the respondents. 
However, we will ask for a report by State 
and program of fiscal year 1977 funds car¬ 
ried over for allocation by States in fiscal 
year 1978. 

(Ij) Local level data. Paragraph (a)(1) re¬ 
quires that the respondent "list all grants 
and contracts made under such program to 
the local educational agencies and other 
public and private agencies and institutions 
within such State during such year • • •“ We 
are therefore asking respondents to provide 
such a list of grants and contracts made 
under applicable programs during fiscal 
year 1978. 

The list should show all grantees which 
are ultimate recipients of Federal funds, 
and the amount of such funds. If a State 
agency makes a grant to another State 
agency, which in turn further allocates Fed¬ 


eral funds, the intermediate action should 
not be shown, but the final grant activity 
must be reported. In some programs. Feder¬ 
al funds have been commingled with State 
funds for convenience. Section 437 requires 
that Federal funds alone be reported. 

We have identified seven classes of recipi¬ 
ent agency: local educational education 
agency, institution. Intermediate adminis¬ 
trative agency. State agency, university, 
public library, and other. These classes will 
be defined in instructions to be sent to re¬ 
spondents. The list of grantees called for by 
Paragraph (a)(1) should contain an agency 
name, and the proper code for agency type. 
For local education agencies, the standard 
ELSEGIS code should be included. (Code 
lists will be sent to respondents.) 

The clerical burden of compiling the re¬ 
quired list will be substantially reduced by 
USOE's use of a computer-generated data 
collection form with a pre-printed list of 
most expected grantees. 

Paragraph (aX3) requires that with re¬ 
spect to the second preceding fiscal year 
(that Is, fiscal year 1977). the respondents 
will report “the amount of such Federal 
funds received by each such agency and the 
purposes for which such funds were expend¬ 
ed • • This requirement is a report of ex¬ 
penditures made against grants made in 
fiscal year 1977. these expenditure reports 
must be aggregated to the total for a recipi¬ 
ent agency. Partial reports, or reports of dis¬ 
bursement by project, classroom, school 
within an LEA, etc., are not acceptable. 

The “purposes for which such funds were 
expended" are defined below for each appli¬ 
cable program. 

Paragraph (a)(4) requires that with re¬ 
spect to such preceding fiscal year*the re¬ 
spondent must include a statistical report 
on “the individuals served or affected by 
programs, projects, or activities assisted 
with such federal funds • • •'* 

For this data collection (for some pro¬ 
grams only) we require a single program 
participant count (from best data available 
to state agencies) along with a code identify¬ 
ing data characteristics. (Code lists will be 
furnished to respondents.) This participant 
count will accompany reports of expendi¬ 
tures defined above, for certain applicable 
programs. (See list below.) 

Data collection requirements by program. 
For the fourth annual data collection in re¬ 
sponse to Section 437 of the General Educa¬ 
tion Provisions Act we have identified 22 ap¬ 
plicable State administered Federal educa¬ 
tion programs. However, because of pro¬ 
gram consolidations in the Elementary and 
Secondary Education Act of 1965 (as amend¬ 
ed) and in the Vocational Education Act of 
1963 (as amended), data collection require¬ 
ments vary substantially among programs. 
Accordingly, the list below will show specifi¬ 
cally for each program the current require¬ 
ment (if any) for. 

(a) A report of FY 1978 grants; 

(b) A report of expenditures made against 
previously reported FY 1977 grants; 

<c) A report of FY 1977 program partici¬ 
pants: 

(d) Categories of program purpose for a 
breakdown of FY 1977 expenditures. 

1. Elementary and Secondary Education 
Act of 1965, Title I. Educationally Deprived 
Children, Handicapped: OMB Catalog No.: 
13.427. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 


(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. State administration. 

2. Trainable mentally retarded. 

3. Educable mentally retarded. 

4. Specific Learning Disabled. 

5. Emotionally Disturbed. 

6. Speech Impaired. 

7. Orthopedically Impaired. 

8. Visually Handicapped. 

9. Deaf-Blind. 

10. Deaf. 

11. Hard of Hearing. 

12. Other Health Impaired 

2. Elementary and Secondary Education 
Act ofl965. Title I. Educationally Deprived 
Children, Migrants. OMB Catalog Number: 
13.429. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired: 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. Local Projects. 

2. Instructional Services. 

3. Support Services. 

4. Staff Development. 

5. Other. 

6. State Education Agency. 

3. Elementary and Secondary Education 
Act of 1965. Title I, Educationally Deprived 
Children, State Administration. OMB Cata¬ 
log Number: 13.430. 

(a) A report of 1978 grants is required; (b) 
A report of expenditures made against pre¬ 
viously reported FY 1977 grants is required; 

(c) A report of FY 1977 program partici¬ 
pants is not required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

4. Elementary and Secondary Education 
Act of 1965, Title 1. Educationally Deprived 
Children in State Administered Institutions 
Serving Neglected or Delinquent Children. 
OMB Catalog Number 13.431. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. Neglected Children. 

2. Delinquent Children. 

3. Children in State Correctional Institu¬ 
tions. 

5. Elementary and Secondary Education 
Act of 1965. Title I, Part A—Educationally 
Deprived Children—Local Education Agen¬ 
cies. OMB Catalog Number: 13.428. 

(a) A report, of FY 1978 grants is required: 

(b) A report of expenditures made against 
previously reported FY 1977 grants Is re¬ 
quired: 

(c) A report of FY 1977 program partici¬ 
pants is required: 

(d) A breakdown of FY 1977 expenditures 
is not required. 

6. Elementary and Secondary Education 
Act of 1965. Title I. Part B-Educationally 
Deprived Children—Special Incentive 
Grants. OMB Catalog Number 13.512. 

(a) A report of FY 1978 grants Is required: 
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(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

7. Elementary and Secondary Education 
Act of 1965, Title IV, Part B—Libraries and 
Learning Resources. OMB Catalog Number: 
13.570. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is not required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. SEA Administration. 

2. Public School Library Resources and 
Other Instructional Material. 

3. Public Textbooks. 

4. Public Equipment. 

5. Minor Remodeling. 

6. Public Testing. 

7. Public Counseling and Guidance. 

8. Private School Library Resources and 
Other Instructional Material. 

9. Private Textbooks. 

10. Private Equipment. 

11. Private Testing. 

12. Private Counseling and Guidance. 

8. Elementary and Secondary Education 
Act of 1965, Title IV, Part C-Educational 
Innovation and Support OMB Catalog 
Number: 13.571. 

(a) A report of FY 1978 grants is required: 

<b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired: 

<c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. SEA Administration. 

2. Strengthening Leadership Resources of 
SEA's. 

3. Strengthening Leadership Resources of 
LEA’S. 

4. Supplementary Centers and Services: 
Developmental/Innovative Projects. 

5. Supplementary Centers and Services: 
Adopter/Dissemination/Facilitator. 

6. Supplementary Centers and Services: 
All other programs. 

7. Nutrition and Health.* 

8. Dropout Prevention. 

9. Education of the Handicapped Act 
Title VI, Part B, Handicapped Preschool 
and School Programs. OMB Catalog 
Number: 13.449. 

(a) A report of FY 1978 grants is required: 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired: 

(c) A report of FY 1977 program partici¬ 
pants is required: 

(d) A breakdown of FY 1977 expenditures 
is required using the same 12 categories of 
program purpose shown above for “Title I. 
Educationally Deprived Children. Handi¬ 
capped." 

10. Adult Education Act Title III, Grants 
to States. OMB Catalog Number: 13.400. 

(a) A report of FY 1978 grants is required; 

<b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 


(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. State Administration. 

2. Special Projects. Sec. 306. 

3. Teacher Training, Sec. 306. 

4. Research. 

5. Programs of Instruction, Grades 1-8. 

6. Programs of Instruction, Grades 9-12. 

7. State Advisory Councils. 

8. Special Projects. Sec. 309. 

9. Teacher Training, Sec. 309. 

10. programs for Institutionalized Per¬ 
sons, Grades 1-B. 

Tl. Programs for Institutionalized Per¬ 
sons, Grades 9-12. 

11. Vocational Education Amendments of 
1968, Thtle I, Part B, Basic Grants to States. 
OMB Catalog Number: 13.493. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. Secondary. 

2. Postsecondary. 

3. Adult. 

4. Disadvantaged Secondary. 

5. Disadvantaged Postsecondary. 

6. Disadvantaged Adult. 

7. Handicapped Secondary. 

8. Handicapped Postsecondary. 

9. Handicapped Adult. 

10. Construction Secondary. 

11. Construction Postsecondary. 

12. Construction Adult. 

12. Vocational Education Amendments of 
1968, Title I, Part B, <Special Program for 
Disadvantaged, Sec. 102(b)). OMB Catalog 
Number: 13.499. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. Secondary. 

2. Postsecondary. 

3. Adult. 

13. Vocational Education Amendments of 
1968, Title I, Part C-Research. OMB Cata¬ 
log Number: 13.498. 

(a) A report of FY 1978 grants is not re¬ 
quired; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is not required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

14. Vocational Education Amendments of 
1968, Title I, Part D—Innovation ( Exempla¬ 
ry Programs and Projects). OMB Catalog 
Number: 13.502. 

(a) A report of FY 1978 grants is not re¬ 
quired; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is not required: 

(d) A breakdown of FY 1977 expenditures 
is not required. 

15. Vocational Education Amendments of 
1968, Title I, Part F— Consumer and Home¬ 
making. OMB Catalog Number: 13.494. 


(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is required using the following categories of 
program purpose: 

1. Secondary. 

2. Postsecondary. 

3. Adult. 

4. Depressed Areas Secondary. 

5. Depressed Areas Postsecondary. 

6. Depressed Areas Adult. 

16. Vocational Education Amendments of 
1968, Title I, Part G—Cooperative Educa¬ 
tion. OMB Catalog Number: 13.495. 

(a) A report of FY 1978 grants is not re¬ 
quired; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

17. Vocational Education Amendments of 
1968, Title I, Part H—Work Study. OMB 
Catalog Number: 13.501. 

(a) A report of FY 1978 grants is not re¬ 
quired; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

18. Vocational Education Act of 1963, as 
amended. Program Improvement and Sup¬ 
portive Services. OMB Catalog Number 
13.496. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
FY 1977 grants is not required; 

(c) A report of FY 1977 program partici¬ 
pants is not required: 

(d) A breakdown of FY 1977 expenditures 
is not required. 

19. Library Services and Construction Act, 
Title I, Grants for Public Libraries. OMB 
Catalog Number 13.464. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

<c) A report of FY 1977 program partici¬ 
pants is not required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

20. Library Services and Construction Act, 
Title III, Interlibrary Cooperation. OMB 
Catalog Number: 13.465. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired: 

(c) A report of FY 1977 program partici¬ 
pants is not required; 

(d) A breakdown of FY 1977 expenditures 
is not required. 

21. Higher Education Act of 1965, Title /- 
University Community Service, Grants to 
States (Community Service and Continuing 
Education Programs). OMB Catalog 
Number 13.491. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is not required; 
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(d) A breakdown of FY 1977 expenditures 
is not required. 

22. Higher Education Act of 1965. Title IV, 
Part A. Grants to States for State Student 
Incentive, OMB Catalog Number: 13.548. 

(a) A report of FY 1978 grants is required; 

(b) A report of expenditures made against 
previously reported FY 1977 grants is re¬ 
quired; 

(c) A report of FY 1977 program partici¬ 
pants is required; 

<d) A breakdown of FY 1977 expenditures 
is not required. 

Description of a Proposed Collec¬ 
tion of Information and Data Ac¬ 
quisition Activity 

1. Title of proposed activity: A Study of 
the Requirements for Forming State Guar¬ 
antee Agencies in GSLP. 

2. Agency/bureau/office: Office of Educa¬ 
tion. Office of Planning. Budgeting, and 
Evaluation. Postsecondary Programs Divi¬ 
sion. 

3. Agency form number: OE-530. 

4. Legislative authority for this activity: 
**The Commissioner shall develop and ex¬ 
ecute a plan designed to encourage the es¬ 
tablishment of student loan insurance pro¬ 
gram by each State which does not have 
such a program • • Sec. 421(c)(1). 

“The Commissioner shall make a report to 
the Congress • • • Which shall include a de¬ 
scription of the activities the Commissioner 
and his designees have undertaken pursuant 
to paragraph (1) • • * M (Sec. 421(c)(3)(A), 
(20 U.S.C. 1071). Pub. L. 94-482. 

5. Voluntary/obligatory nature of re¬ 
sponse: Voluntary. 

6. How information collected will be used: 
Collected data will be presented to existing 
State guarantee agencies and to non-agency 
(Federal Program) States planning to form 
such agencies. 

7. Data acquisition plan: 

A. Method of collection: Site visits to each 
of 26 State guarantee agencies. 

B. Time of collection: Summer. 1978. 

C. Frequency: Once. 

8. Respondents: 

A Type: State agencies/private non-profit 
corporations. 

B. Number 26. 

C. Estimated average man-hours per re¬ 
spondent: 20 hours. 

9. Information to be collected: 

(a) The operating structures of agencies. 

(b) Levels and types of services provided 
to lenders, borrowers, and educational insti¬ 
tutions. 

(c) Cost of services provided. 

Description of Propose© Collection of In¬ 
formation and Data Acquisition Activi¬ 
ty 

1. Title of proposed activity: Technical As¬ 
sistance Needs Assessment for Handicapped 
Children's Early Education Program Gran¬ 
tees. 

2. Agency/bureau/office: U.S. Office of 
Education/Bureau of Education for the 
Handicapped. 

3. Agency form number OE 609. 

4. Legislative authority for this activity: 
“Section 623. Commissioner is authorized 

to arrange by contract, grant, or otherwise 
* • * for the development and carrying out 
by such agencies and organizations of ex¬ 
perimental preschool and early education 
programs • • • which the Commissioner de¬ 
termines show promise of promoting a com¬ 
prehensive and strengthened approach to 


the special problems of such children • • •” 
(20 U.S.C. 1423), Pub. L. 91-230. 

5. Voluntary/obligatory nature of re¬ 
sponse: Voluntary. 

6. How information collected will be used: 
The information collected will be used to 
determine the type and amount of TA ser¬ 
vices necessary in the following areas: pro¬ 
gram planning and management; program 
content regarding parents, children and 
other service recipients; evaluation of proj¬ 
ect effectiveness; and project coordination 
with local and State agencies. On the basis 
of the information collected the technical 
assistance centers decide with the grantee, 
the mode of delivery of technical assistance 
services. 

7. Data acquisition plan: 

a. Method of Collection: Personal Inter¬ 
view. 

b. Time of collection: Fall. 

c. Frequency: Annually. 

8. Respondents: 

a. Type: Local education agencies, State 
education agencies, public and private non¬ 
profit educational agencies and organiza¬ 
tions. 

b. Number: Approximately 115. 

c. Estimated average man-hours per re¬ 
spondent: 6. 

9. Information to be collected: Grantees 
participating in needs assessment services 
will provide information which will focus on 
the following program development areas: 

a. Administration: Planning project activi¬ 
ties, recordkeeping, cost effectiveness proce¬ 
dures, and fiscal management. 

b. Child Identification and Screening: de¬ 
veloping and implementing appropriate 
mechanisms and instrumentation for locat¬ 
ing, referring, and admitting children who 
can benefit from early education interven¬ 
tion and related services. 

c. Educational program: Development of 
assessment, training, and delivery of educa¬ 
tional services to children. This includes 
curriculum development and Instrumenta¬ 
tion for measurement of child change. 

d. Parent family services: The planning 
and coordination of community educational 
and supportive services to the families of 
children receiving services. This activity in¬ 
cludes training of parents to teach children. 

e. Community coordination: Planning and 
utilization of existing and potential commu¬ 
nity resources to improve service delivery to 
children. 

f. Staff development: Identifying and uti¬ 
lizing resources to train staff In specific skill 
areas relative to the educational approach 
being developed. 

g. Demonstration: Utilizing staff and fa¬ 
cilities to demonstrate the educational ap¬ 
proach and techniques utilized in the deliv¬ 
ery of services to children. 

h. Dissemination: Developing and dissemi¬ 
nating products to appropriate educational 
service delivery organizations. 

L Continuation: Identification of state and 
local resources which can provide fiscal and 
program support for projects after the Fed¬ 
eral funding period terminates. 

J. Program evaluation: Development and 
implementation of efforts to assess the ef¬ 
fectiveness of model components. 

These program areas are those which 
form the basic components of HCEEP 
model development projects. 

Information relative to each grantee’s per¬ 
ceived need in the identified program com¬ 
ponents is collected through the administra¬ 
tion of the structured interview by the 
needs assessor. 


Description of a Proposed Collection of 
Information and Data Acquisition 
Activity 

1. Title of proposed activity: Annual Pro¬ 
gram Plan for ESEA Title IV, Part B and C. 
Libraries and Learning Resources. Educa¬ 
tion Innovation and Support. 

2. Agency Bureau Office: U.S. Office of 
Education. Bureau of Elementary and Sec¬ 
ondary Education. 

3. Agency form number: OE 634. 

4. Legislative authority for this activity. 

“Sec. 403. (a) Any State which desires to 

receive grants • • • shall submit to the Com¬ 
missioner a State plan, in such detail as the 
Commissioner deems necessary • • V* (20 
U.S.C. 1803), Pub. L. 93-380. 

5. Voluntary, obligatory nature of re¬ 
sponse: Required to obtain or maintain 
benefits. 

How information collected will be used: 
The information Is necessary to fulfill the 
statutory requirements contained in Section 
403. The information is needed by the Com¬ 
missioner to assure that the necessary as¬ 
surances and purposes are in compliance 
with the Act. 

7. Data acquisition plan: 

a. Method of collection: Mail. 

b. Time of collection: Summer. 

c. Frequency: Annual. 

8. Respondents: 

a. Type: State education agencies. 

b. Number: 58. 

c. Estimated average man-hours per re¬ 
spondent: 100. 

9. Information to be collected: The 
Annual Program Plan requests information 
on the following topics for Libraries and 
Learning Resources: 

Assurances and statements. 

General provisions. 

A. Administration. 

B. State Advisory Council. 

C. Dissemination. 

D. Commingling. 

Libraries and Learning Resources: 

A. Program. 

B. Criteria for Distribution of Part B 
Funds Program Narrative, Part C: Strength¬ 
ening State and Local Educational Agencies. 

Program Narrative. Part C: Supplemen¬ 
tary Educational Centers and Services; Nu¬ 
trition and Health; and Dropout Prevention. 

Description of a Proposed Collection of 

Information and Data Acquisition Ac¬ 
tivity 

1. Title of proposed activity: Study of Pro¬ 
gram Management Procedures in the 
Campus-Based and Basic Grant Programs. 

2. Agency/bureau/office: UJS. Office of 
Education, Office of Planning, Budgeting, 
and Evaluation. 

3. Agency form number OE 637. 

4. Legislative authority for this activity. 

“• • * the Secretary shall transmit to (ap¬ 
propriate Congressional committees) an 
annual evaluation report which evaluates 
the effectiveness of applicable programs 
• • • such report shall • • • contain infor¬ 
mation on the progress being made • • • de¬ 
scribe the cost and benefits of the applica¬ 
ble program • • • identify which sectors of 
the public receive the benefits of such pro¬ 
gram • • •" (20 U.S.C. 1226c), sec. 417(&X1). 
Pub. L. 93-380. 

5. Voluntary/obligatory nature of re¬ 
sponse: Voluntary. 

6. How information to be collected will be 
used: The major purposes of this study are 
to evaluate the effectiveness and efficiency 
of operations and management procedures 
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in terms of achieving the intended benefits 
of the Campus-Based and Basic Grant Pro¬ 
grams; and to recommend appropriate tech¬ 
niques for improvements in the operation 
and managerial procedures. 

Data will be gathered from Institutions on 
their policy, practices and costs in financial 
aid management. Data obtained from stu¬ 
dents will yield information on the equity of 
the distribution of aid to students and other 
impacts relative to Institutional operating 
procedures. 

7. Data acquisition plan: 

a. Method of collection: Personal inter¬ 
views. 

b. Time of collection: Pall, 1978, spring. 
1979. 

c. Frequency: Single time. 

8. Respondents: 

a. Type: Financial aid officers. 

b. Number 175. 

c. Estimated average man-hours per re¬ 
spondent: 8. 

a. Type: Chief fiscal officers. 

b. Number 175. 

c. Estimated average man-hours per re¬ 
spondent: 0.5 

a. Type: Loan officers. 

b. Number 150. 

c. Estimated average man-hours per re¬ 
spondent 0.5. 

a. Type: Registrars or admissions officers. 

b. Number: 100. 

c. Estimated average man-hours per re¬ 
spondent: 0.5. 

a. Type: Provosts. 

b. Number: 100. 

c. Estimated average man-hours per re¬ 
spondent: 0.5. 

a. Type: Students. 

b. Number: 20.000. 

c. Estimated average man-hours per re¬ 
spondent: 0.5. 

9. Information to be collected: 

FINANCIAL AID OFFICER 

Staffing of the financial aid officer, the dis¬ 
tribution of office work functions among 
the staff, and operating costs. 

Procedures for keeping financial aid records 
and for maintaining the confidentality of 
student records. 

Statistical data on aid recipients. 

Procedures for and types of staff training. 
Activities undertaken to both establish and 
maintain program eligibility. 

Procedures for completing the application 
for participation in Campus-Based aid pro¬ 
grams. 

Procedures for hiring financial aid office 
personnel who provide counseling to stu¬ 
dents. and the activities undertaken to 
provide student counseling services. 
Procedures for informing potential students 
about financial aid programs. 

Procedures for developing student aid pack¬ 
ages and for determining the costs of edu¬ 
cation. 

Type of need analysis system used by the in¬ 
stitution. Procedures for arranging for 
CWS jobs. 

Procedures for validating and correcting in¬ 
formation submitted by students on Basic 
Grant and Campus-Based applications. 
Procedures used to allocate aid to students. 
Including the notification and delivery of 
aid and the repackaging of aid. 

Procedures to prevent multiple awarding or 
overawarding of aid to students. 
Procedures for monitoring the enrollment 
of aid recipients and for the recovery of 
aid from recipients who are no longer eli¬ 
gible. 


Procedures for operating prior to the issu¬ 
ance of program regulations, and the costs 
to the institution as a result of delays in 
program regulations. 

Procedures for collecting and compiling 
data for the BEOG Quarterly and 
FISCOP reports in order to comply with 
USOE requirements. 

Outcomes of program reviews and audits, 
and the procedures for rectifying any ex¬ 
ceptions. 

CHIEF FISCAL OFFICERS 

Actions taken to establish eligibility to par¬ 
ticipate in financial aid programs, and the 
costs associated with these actions. 

Actions taken to regain full eligibility to 
participate in aid programs and the associ¬ 
ated costs of these actions, if applicable. 

Procedures for drawing funds after the 
award level of Campus-Based aid has been 
established. 

LOAN OFFICER 

Number and dollar amount of NDSL 
awards, cancellations, deferments, collect¬ 
ible accounts and delinquent accounts. 

Procedures for verifying the grounds for 
NDSL cancellation or deferment. 

Procedures for collecting repayment from 
NDSL borrowers (including the conduct of 
entrance and exist Interviews, tracking 
borrowers after leaving the institution 
and tracking delinquent borrowers, and 
the associated costs of these procedures). 

REGISTRARS OR ADMISSIONS OFFICERS 

Enrollment data. 

Special procedures for recruiting and retain¬ 
ing disadvantaged students. 

PROVOSTS 

Actions taken to establish eligibility, and 
the costs associated w ith these actions. 

Actions taken to regain full eligibility to 
participate in aid programs and the associ¬ 
ated costs of these actions, if applicable. 

STUDENTS 

Background data (age; sex: ethnicity; mari¬ 
tal status; residence status; dependency 
status; income; and parents’ income). 

High school experience (academic achieve¬ 
ment; quality of financial aid counseling 
received in high school). 

Work experience. 

Postsecondary school* experience (class 
level; major area of study: enrollment 
level status; educational aspirations: aca¬ 
demic achievement; and estimates of the 
cost of education). 

Types and amounts of financial aid re¬ 
ceived. 

Sources helpful to student in learning about 
financial aid programs. 

Experience in completing financial aid ap¬ 
plication forms in terms of the time and 
difficulty. 

Loan counseling and repayment terms 
(NDSL recipients). 

Validation of SER (time and money expend¬ 
ed to verify data). 

Date of notification of eligibility for aid and 
of actual size of award. 

Satisfaction with the financial aid counsel¬ 
ing provided by the institution. 


Description of Proposed Collection of In¬ 
formation and Data Acquisition Activity 

1. Title of proposed activity: Lender’s 
Manifest for Health Education Assistance 
Loans. 

2. Agency/bureau/office: U.S. Office of 
Education. Bureau of Student Financial As¬ 
sistance, Division of Policy and Program De¬ 
velopment, Health Loan Branch. 

3. Agency form number: OE 639. 

4. Legislative authority for this activity: 

"Section 732(a)(3) An application submit¬ 
ted pursuant to subsection (a)(1) shall 
contain • • • (B) an agreement by the ap¬ 
plicant that if the loan is covered by insur¬ 
ance. the applicant will submit such supple¬ 
mentary reports and statements during the 
effective period of the loan agreement, upon 
such forms, at such times, and containing 
such Information as the Secretary may pre¬ 
scribe by or pursuant to regulation." (42 
UB.C. 294e), Pub. L. 94-484. 

5. Voluntary/obligatory nature of re¬ 
sponse: Required to obtain or maintain 
benefits. 

6. How information to be collected will be 
used: The reporting of various transactions 
conducted by a lending institution such as 
disbursements, collection of insurance pre¬ 
miums. conversions and payments in full Is 
necessary to assure the proper making and 
servicing of the loans. The Lender’s Mani¬ 
fest will function as the information-collect¬ 
ing document for this purpose. 

7. Data acquisition plan: 

(a) Method of collection: Mail. 

(b) Time: As necessary (maximum of 30 
days after disbursement, conversion or full 
payment occurred). 

(c) Frequency: This data will be collected 
on a continual basis. However, it is antici¬ 
pated that no more than four reports per 
year will be necessary based on the lender’s 
disbursement and conversion activity. 

8. Respondents: 

(a) Type: Colleges and Universities. 

(b) Number: 320. 

(c) Estimated average man-hours per re¬ 
spondent: 0.25. 

(a) Type: Financial institutions. 

(b) Number: 200. 

(c) Estimated average man-hours per re¬ 
spondent: 0.25. 

9. Information to be collected: Reported 
by Lending Institution: Information in¬ 
cludes lender identification and address in¬ 
formation; borrower identification; type, 
date and amount (if applicable) of transac¬ 
tion. 

Description of a Proposed Collection of 

Information and Data Acquisition Ac¬ 
tivity 

1. Title of proposed activity: Standard Ap¬ 
plication for Federal Assistance (Non-con¬ 
struction) for Follow Through Program. 

2. Agency/Bureau/Office: Office of Edu¬ 
cation/Bureau of Elementary and Second¬ 
ary Education/Division of Training and Fa¬ 
cilities. 

3. Agency form number: OE 4473. 

4. Legislative authority for this activity: 

"Sec. 551. (a)(1) The Secretary is author¬ 
ized to provide financial assistance in the 
form of grants to local educational agencies, 
combination of such agencies, and. as pro¬ 
vided in paragraph (2) of this subsection, 
any other public or appropriate nonprofit 
private agencies, organizations, and institu¬ 
tions for purpose of carrying out Follow 
Through Program . . .(42 UB.C. 2929) 
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5. Voluntary/obligatory: Required to 
obtain benefit. 

6. How information collected will be used: 
Information will be used to determine the 
eligibility of the applicant and the amount 
of grant award. 

7. Data acquisition plan: 

(a) Method of collection: Mail. 

(b) Time of collection: Winter. 

(c) Frequency: Annually. 

8. Respondents: 

(a) Type: Local Education Agencies (in¬ 
cluding Resource Centers). 

(b) Number 162. 

<c) Estimated average man-hours per re¬ 
spondent: 30. 

(a) Type: Colleges and Universities. 

(b) Number: 20. 

(c) Estimated average man-hours per re¬ 
spondent: 30. 

(a) Type: State Education Agencies. 

(b) Number. 52. 

(c) Estimated average man-hours per re¬ 
spondent: 30. 

9. Information to be collected: 

In addition to the standard application 
(OMB Circular No. A-102) with modifica¬ 
tion as required by law and regulations, the 
following information items are also re¬ 
quested: 

1. Number of students (1) who are low- 
income children calculated in the Federal- 
per-child cost and other children. (2) with 
and without Headstart or equivalent experi¬ 
ences, and (3) enrolled in public and non¬ 
public schools. 

2. Number of staff who are low-income 
parents of Follow Through students and 
other personnels. 

[FR Doc. 78-16321 Filed 6-12-78; 8:45 am] 


[ 4110 - 03 ] 

Food and Drug Administration 


MEMORANDUM OF AGREEMENT WITH THE 
ASSOCIATION OF OFFICIAL ANALYTICAL 
CHEMISTS 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION; Notice. 

SUMMARY: The Food and Drug Ad¬ 
ministration (FDA) has executed a 
memoranduim of agreement with the 
Association of Official Analytical 
Chemists (AOAC). The purpose of the 
memorandum is to set forth specific 
FDA-AOAC arrangements that have 
been in force in the past and are to be 
continued in the future. 

DATE: The agreement became effec¬ 
tive February 21, 1978. 

FOR FURTHER INFORMATION 
CONTACT: 

Douglas L. Park, Office of Science 
(HFS-57). Food and Drug Adminis¬ 
tration, Department of Health. Edu¬ 
cation, and Welfare, 200 C Street 
SW., Washington, D.C. 20204, 202- 
245-1503. 

SUPPLEMENTARY INFORMATION: 
Under the notice published in the Fed¬ 


eral Register of October 3, 1974 (39 
FR 35697). stating that future memo¬ 
randa of understanding and agree¬ 
ments between FDA and others would 
be published in the Federal Register, 
the Commissioner of Food and Drugs 
is issuing the following memorandum 
of agreement: 

Memorandum op Agreement Between the 
Association op Official Analytical 
Chemists and the Department of Health, 
Education, and Welfare, Food and Drug 
Administration 

concerning scientific and financial 
relationships 

Supplementary information. Pursuant to 
the Interim Memorandum of Agreement be¬ 
tween FDA and the Association of Official 
Analytical Chemists (AOAC) signed October 
18, 1976, the Commissioner of Food and 
Drugs is issuing the details of the Agree¬ 
ment. 

Background. The Commissioner of Food 
and Drugs often must rely upon the results 
obtained by chemical, physical and biologi¬ 
cal methods of analysis to demonstrate com¬ 
pliance or noncompliance with the Federal 
Food, Drug, and Cosmetic Act and other 
statutes and regulations. It has been FDA’s 
policy to utilize methods of analysis ap¬ 
proved and adopted by the Association of 
Official Analytical Chemists (AOAC) when 
methods are not specified in statutes and 
regulations. This policy statement is pub- 
lished in 21 CFR 2.19 (formerly 21 CFR 
3.89). AOAC methods are published in the 
Association's "Official Methods of Analysis 
of the AOAC" and its supplements and re¬ 
ports supporting their reliability are pub¬ 
lished in the Journal of the AOAC. 

The AOAC is a non-profit scientific orga¬ 
nization whose primary purpose is to devel¬ 
op. test, validate, adopt and publish analyt¬ 
ical methods to meet the needs of Govern¬ 
ment regulatory agencies. 

Its membership is comprised of scientists 
from Federal. State, and other regulatory 
agencies who operate within the AOAC 
mechanism as associate or general referees, 
method collaborators, committee members 
or elected Association officers. FDA and its 
predecessor agencies have had a special con¬ 
tinuing and interdependent relationship 
with AOAC since its inception in 188.4. Al¬ 
though FDA has been one of the principal 
supporters of AOAC, the Association also 
receives financial support through grants, 
contracts, agreements from several other 
Federal agencies, the Canadian Govern¬ 
ment, and a number of states. AOAC em¬ 
ploys a professional and clerical staff whose 
salaries are paid by the AOAC from the 
above support and from Income derived 
from sales of its publications, registration 
fees at meetings, and other related income- 
producing activites. 

FDA has. pursuant to authority in 21 
U.S.C. 377. contributed support to the 
AOAC by allowing a number of its employ¬ 
ees to work with the AOAC in managerial, 
editorial, and clerical capacities and by pro¬ 
viding certain services and office space for 
AOAC activities. Presently, AOAC offices 
are located in FDA Federal Office Building 
facilities. The FDA plans to continue this 
support and wishes to set forth the specific 
arrangements used in its implementation. 

Purpose. The Memorandum of Agreement 
will provide direct scientific and financial 
support for AOAC method development and 
validation programs, and strengthen the re¬ 
lationship between FDA and AOAC. 


Agreement Under this Memorandum of 
Agreement: 

a. The Association of Official Analytical 
Chemists will 1. Provide a mechanism to de¬ 
velop, standardize, validate and adopt ana¬ 
lytical methods necessary to enforce provi¬ 
sions of the Federal Food, Drug, and Cos¬ 
metic Act and other acts administered by 
FDA. This effort shall include, but not be 
limited to: 

a. The appointment of experts in specific 
areas of analytical methodology, as recom¬ 
mended by FDA: (Appointment of FDA em¬ 
ployees for specific assignments will require 
prior approval by the FDA Liaison Officer 
or his designee). 

b. The appointment of supervisory experts 
in analytical methodology in the following 
broad subject areas: standard materials; 
human and veterinary drugs, food identi¬ 
ties; industrial, agricultural and natural con¬ 
taminants in foods and drugs: food and 
color additives; microbial and fungal con¬ 
taminants in foods and feeds; extraneous 
materials in foods and drugs; nutritional 
quality of foods; radiochemistry; toxicology; 
biochemistry; cosmetics; veterinary drug re¬ 
sidues; medical devices; and for such other 
major areas as recommended by FDA and 
approved by the AOAC. 

c. The guidance of analytical method de¬ 
velopment, testing and validations studies 
thorugh the interlaboratory mchanism. 

d. The appointment of committees to 
review and approve method-validation stud¬ 
ies and to recommend their adoption, as 
considered appropriate. 

2. Plan and conduct an annual meeting 
which will include sessions in methodology 
development in areas of interest to FDA. as 
agreed upon by FDA and AOAC. The AOAC 
shall provide for printing the program and 
abstracts, registration, projection of slides 
and other necessary services. 

3. Conduct, as the AOAC’s Board of Direc¬ 
tors shall approve, a mid-year workshop or 
training meeting on subjects mutually 
agreed upon by FDA and AOAC. 

4. Provide FDA with editorial services for 
scientific papers in methods of analysis and 
publish such papers and methods in media 
acceptable to the scientific and legal profes¬ 
sions. such as the: 

a. Journal of the AOAC. 

b. Official Methods of Analysis of the 
AOAC. 

c. Recognized official compendia of ana¬ 
lytical methods. 

d. FDA-oriented publications, such as 
manuals for food, cosmetic, and drug analy¬ 
sis. 

e. Professionally-oriented publications, 
such as those reviewing statistical require¬ 
ments for the design and analysis of inter 
laboratory studies for methods validation. 

5. Provide Incentive programs to encour¬ 
age excellence in development of analytical 
methods. 

6. Provide method development mecha¬ 
nisms for high priority programs in ad 
vanced analytical techniques utilizing: trace 
analysis, radioimmunoassay, microbiologi¬ 
cal, toxicological, and biochemical princi¬ 
ples. 

7. Provide expanded participation with 
the U.S. Pharmacopeia Convention. Inter¬ 
national Organization for Standardization 
(ISO) and other national and international 
method development oriented organiza¬ 
tions. 

8. Publish in the Journal of the AOAC an 
annual financial report showing the details 
of funding provided by FDA in support of 
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the method development and validation pro¬ 
grams herein described. 

9. Publish the results of the scientific pro¬ 
grams outlined above. 

B. The Association of Official Analytical 
Chemists will as manpower and funds 
become available and as agreed to on a pri¬ 
ority basis by FDA: 

1. Develop, in conjunction with FDA. labo¬ 
ratory quality assurance programs for FDA 
laboratories in such form and In such areas 
as the parties may mutually agree upon. 

2. Develop, in conjunction with FDA, such 
handbooks and training materials as may be 
of value to FDA as well as to cooperating 
State scientists. 

3. Develop, in conjunction with FDA. spe¬ 
cialized programs such as symposia, and in¬ 
ternational method validation studies. 

4. Provide the necessary supervisory and 
editorial services needed for performing the 
above functions. 

C. The Food and Drug Administration 
will: 1. Allow FDA employees currently serv¬ 
ing in managerial, editorial and clerical ca¬ 
pacities in the AOAC to continue such work, 
and continue to furnish support services 
and office space for their activities. If and 
when such incumbent employees shall leave 
the FDA. adjustments will be made in pay¬ 
ment by the FDA to AOAC, as the parties 
shall agree upon, to allow the AOAC to 
employ suitable replacements and to pro¬ 
vide office space, furniture, office equip¬ 
ment and related services, and supplies for 
such persons. The FDA reserves the right to 
furnish such persons, acceptable to the 
AOAC. from its own personnel and/or to 
furnish space, furniture, equipment, ser¬ 
vices. and supplies as deemed necessary. 

2. Provide administrative and technical 
services, as necessary, for planning, coordi¬ 
nating and conducting the scientific pro¬ 
grams covered by this Agreement. 

3. Assign staff to serve as scientific ex¬ 
perts and supervisory scientific experts in 
analytical methodology, as collaborators 
and as members of reviewing committees in 
these programs. 

4. Pay the AOAC each fiscal year a sum 
(the amount FDA reimburses the AOAC 
each fiscal year will be available upon re¬ 
quest from FDA's Public Records and Docu¬ 
ments Center, Rockville, Md., subject to 
annual negotiation and the availability of 
funds, to be used specifically by AOAC to: 

a. Employ either an AOAC Deputy Execu¬ 
tive Director (this position is to understudy 
the incumbent AOAC Executive Director, 
an FDA employee.) It is assumed that the 
transition from the incumbent Executive 
Director to the new AOAC Executive Direc¬ 
tor will be completed by January 1, 1979. 

b. Employ a managing editor for the Jour¬ 
nal of the AOAC. 

c. Employ secretarial support (3 positions) 
for the executive director and the managing 
editor. 

5. Provide office space, furniture, supplies 
and services for AOAC personnel. 

D. It Is mutually understood and agreed: 

1. For purposes of this Agreement. FDA rec¬ 
ognizes that information and activities of 
other organizations (operating within the 
AOAC mechanism) related to foods, drugs, 
and cosmetics and their components are of 
direct value to FDA and are considered as 
services to FDA. 

2. The programs of the AOAC will be sen¬ 
sitive to the particular methodology needs 
of FDA and be sufficiently flexible to re¬ 
spond quickly to high priority programs des¬ 
ignated by FDA. 


3. FDA and the AOAC shall each pay its 
respective overhead or Indirect costs and no 
claim for these costs shall be made by either 
party. 

4. The results of the scientific programs 
herein outlined shall be published by the 
AOAC and manuscripts pertinent to the 
Agreement shall be submitted to the AOAC 
for editing and publishing. 

5. All conditions and provisions of this 
Agreement shall become effective upon date 
of final signature and continue in force 
from year to year by mutual agreement of 
the parties in writing. In the event the 
Agreement is not in effect for a full fiscal 
year, or the employees designated in C4 
above are not employed for a full year, the 
funds furnished by FDA to the AOAC shall 
be prorated on a time in effect basis. 

6. The Agreement can be amended or 
modified at any time by mutual agreement 
of the parties hereto in writing and either 
party may terminate particular provisions 
of this Agreement upon 90 days notice in 
writing to the other party. 

7. (a) Except as otherwise provided in this 
Agreement, any dispute concerning a ques¬ 
tion of fact arising under this Agreement 
which Is not disposed of by agreement shall 
be decided by the Contracting Officer, who 
shall reduce his decision to writing and mail 
or otherwise furnish a copy thereof to the 
AOAC. The decision of the Contracting Of¬ 
ficer shall be final and conclusive unless 
within 30 days from the date of receipt of 
such copy, the AOAC mails or otherwise 
furnishes to the Contracting Officer a writ¬ 
ten appeal addressed to the Secretary. The 
decision of the Secretary or his duly author¬ 
ized representative for the determination of 
such appeals shall be final and conclusive 
unless determined by a court of competent 
jurisdiction to have been fraudulent, or ca¬ 
pricious, or arbitrary, or so grossly errone¬ 
ous as necessarily to imply bad faith, or not 
supported by substantial evidence. In con¬ 
nection with any appeal proceeding under 
this clause, the AOAC shall be afforded an 
opportunity to be heard and to offer evi¬ 
dence in support of its appeal. Pending final 
decision of a dispute hereunder, the AOAC' 
shall proceed diligently with the perform¬ 
ance of the Agreement in accordance with 
the Contracting officer’s decision. 

(b) This "Disputes’* clause does not pre¬ 
clude consideration of law questions in con¬ 
nection with decisions provided for in para¬ 
graph (a) above: Provided, that nothing in 
this Agreement shall be construed as 
making final the decision of any administra¬ 
tive official, representative, or board on a 
question of law. 

8. (a) That the Comptroller General of 
the United State and the Secretary, or any 
of their duly authorized representatives, 
shall until expirations of 3 years after final 
payment under this Agreement or of the 
time period for the particular records in 
Part 1-20 of the Federal procurement regu¬ 
lations (41 CFR Part 1-20), whichever ex¬ 
pires earlier, have access to and the right to 
examine any directly pertinent books, docu¬ 
ments. papers, and records of the AOAC in¬ 
volving transactions related to this Agree¬ 
ment. 

(b) To include in all his subcontracts here¬ 
under a provision to the effect that the sub¬ 
contractor agrees that the Comptroller 
General of the United States, or his duly 
authorized representatives shall, until expi¬ 
ration of 3 years after final payment under 
the subcontract, or of the time periods for 
the particular records specified in Part 1-20) 


of the Federal procurement regulations (41 
CFR Part 1-20 whichever expires earlier, 
have access to and the right to examine any 
directly pertinent books, documents, papers, 
and records of such subcontractor, involving 
transactions related to the subcontract. The 
term "subcontract" as used in this clause 
excludes (1) purchase orders not exceeding 
$10,000, and (2) subcontracts or purchase 
orders for public utility services at rates es¬ 
tablished for uniform applicability to the 
general public. 

(c) The periods of access and examination 
described in (a) and (b) above, for records 
which relate to (1) appeals under the "Dis¬ 
putes" clause of this contract, (2) litigation 
or the settlement of claims arising out of 
the performance of this contract, or (3) 
costs and expenses of this contract as to 
which .exception has been taken by the 
Comptroller General or any of his duly au¬ 
thorized representatives, shall continue 
until such appeals, litigation, claims, or ex¬ 
ceptions have been disposed of. 

9. FDA employees involved in AOAC pro¬ 
grams are exempt from the requirements es¬ 
tablished for participatio n in outside stand¬ 
ard setting activities (21 CFR 10.95). List of 
FDA employee participation with AOAC 
programs are available upon the request 
from FDA’s Public Records and Documents 
Center. Rockville. Md. 

10. As used throughout this Agreement, 
the following terms shall have the meanings 
set forth below: (a) The term "Secretary" 
means the Secretary, the Under Secretary, 
or any Assistant Secretary of the Depart¬ 
ment of Health, Education, and Welfare, or 
any person, persons, or board authorized to 
act for the Secretary. 

(b) The term "Contracting Officer" means 
the person executing this Agreement on 
behalf of the Government, and any other 
officer or employee who is properly desig¬ 
nated contracting officer; and the term in¬ 
cludes. except as otherwise provided In this 
Agreement, the authorized representative of 
the contracting officer acting within the 
limits of his authority. 

(c) The term Liaison Officer" means the 
person representing the Government for 
the purpose of monitoring technical per¬ 
formance under this Agreement. The Liai¬ 
son Officer is not authorized to issue any 
instructions or directions which effect any 
increase or decrease in the cost of this 
Agreement or which change the delivery 
date(s) or period of performance. 

(d) Except as otherwise provided in this 
Agreement, the term "subcontract" includes 
purchase orders under this Agreement. 

11. The rights in data provisions applica¬ 
ble to this Agreement are attached as exhib¬ 
it A and made part hereof. 

12. During the performance of the cooper¬ 
ative activities agreed upon in this Agree¬ 
ment, the AOAC shall be bound by the 
Equal Opportunity and Non-discrimination 
provisions set forth in exhibit B and the 
non-segregation of Facilities provision set 
forth in exhibit C and made a part hereof. 

E. Liaison Officers: 1. Frederick M. Gari- 
field. Project Director, Association of Offi¬ 
cial Analytical Chemists, 200 C Street SW., 
Washington. D.C. 20204. 

2. Director, Scientific Liaison Staff. Food 
and Drug Administration. 5600 Fishers Lane 
(HFS-50), Rockville. Md. 20857. 

F. Reporting requirements and deliverable 
items. AOAC will submit to the Grants 
Management Branch. FDA the following 
items in the quantities and during the time 
periods listed below. Additionally, one copy 
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of each item will be submitted directly to 
the FDA Liaison Officer under separate 
cover. 


Item time and description Quantity Delivery 


1 Financial Statement 
showing income and 
expenses relating to this 
Agreement. 

2 Annual Report of 
Financial Condition 
(audited). 

3 Brief Semi-Annual 
Report — Including but not 
limited to the following; 
number and name of active 
subject areas of active 
topics of interest to FDA; 
special programs 
workshops, symposiums, 
annual meetings, etc.; 
publications; incentive 
programs; advances in areas 
of new method 
development; progress in 
national and international 
liaison arrangement. 


3 Quarterly. 

3 Annually. 

3 Semi¬ 
annually. 


4 Annual Report — Items 
listed under item 3 above 
plus the following: financial 
reports; number and details 
of methods of analyses 
adopted by AOAC; 
significant scientific 
contributions by AOAC in 
the area of method 
development and such other 
Items that may be of 
interest and value to FDA. 

5 Journal of the AOAC — 
Provide subscriptions to 
offices or employees 
designated by FDA. 


3 Annually. 


3 Bi¬ 
monthly. 


G. Payment: AOAC will submit properly 
executed invoices or vouchers quarterly and 
reimbursement, therefore, will be made 
within 30 working days, by FDA. AOAC. 
except for fringe benefits, will not request 
reimbursement for indirect costs, overhead, 
and adminstrative expenses pursuant to this 
Agreement. Checks covering payments will 
be drawn in the name of the "Association of 
Official Analytical Chemists” (FDA Agree¬ 
ment). Unless amended by mutual agree¬ 
ment. the total amount of this Agreement 
will not exceed $99,800 for fiscal year 1978. 

Approved and accepted for the association 
of offical analytical chemists. 

A. J. Malanoski, 
President 

Dated: February 21, 1978. 

Approved and accepted for the Food and 
Drug Administration. 

D. Kennedy, 
Commissioner . 


Dated: February 21,1978. 

Exhibit A 

RIGHTS IN DATA 

(a) Subject data. As used in this clause, 
the term "Subject Data” means writings, 
sound recordings, pictorial reproductions, 
drawings, designs or other graphic represen¬ 
tations, procedural manuals, forms, dia¬ 
grams, workflow charts, equipment descrip¬ 
tions, data files and data processing or com¬ 
puter programs, and works of any similar 
nature (whether or not copyrighted or co¬ 
pyrightable) which are specified to be deliv¬ 
ered under this Agreement. The term does 
not include finanical reports, costs analyses, 
and similar information incidental to Agree¬ 
ment administration. 

(b) Government rights . Subject only to 
the proviso of (c) below, the Government 
may use. duplicate or disclose in any 
manner and for any purpose whatsoever, 
and have or permit others to do so, all sub¬ 
ject data delivered under this Agreement. 

<c) License to copyrighted data. In addi¬ 
tion to the Government rights as provided 
in (b) above, with respect to any Subject 
Data which may be copyrighted, the AOAC 
agrees to and does hereby grant to the Gov¬ 
ernment a royalty-free, nonexclusive and ir¬ 
revocable license throughout the world to 
use duplicate or dispose of such data in any 
manner and for any purpose whatsoever, 
and to have or permit others to do so: Pro¬ 
vided, however. That such license shall be 
only to the extent that the AOAC now has. 
or prior to completion or final settlement of 
this Agreement may acquire, the right to 
grant such license without becoming liable 
to pay compensation to others solely be¬ 
cause of such grant. 

Exhibit B 

EQUAL OPPORTUNITY 

During the performace of this Agreement, 
the AOAC agrees as follows: 

(a) The AOAC will not discriminate 
against any employee or applicant for em¬ 
ployment. because of race, color, religion, 
sex. or national origin. The AOAC will take 
affirmative action to ensure that applicants 
are employed, and that employees are treat¬ 
ed during employment, without regard to 
their race, color, religion, sex or national 
origin. Such action shall include, but not be 
limited to. the following employment, up¬ 
grading. demotion, or transfer, recruitment 
or recruitment advertising; layoff or termi¬ 
nation: rates of pay or other forms of com¬ 
pensation; and selection for training, includ¬ 
ing apprenticeship. The AOAC agrees to 
post in conspicuous places, available to em¬ 
ployees and applicants for employment, no¬ 
tices to be provided by the Contracting Offi¬ 
cer setting forth the provisions of this 
Equal Opportunity clause. 


(b) The AOAC will, in all solicitations or 
advertisements for employees placed by or 
on behalf of the AOAC, state that all quali¬ 
fied applicants will receive consideration for 
employment without regard to race, color, 
religion, sex or national origin. 

(c) The AOAC will send to each labor 
union or representative of workers with 
which he has a collective barganing agree¬ 
ment or other contract or understanding, a 
notice, to be provided by the agency advis¬ 
ing the labor union or worker's representa¬ 
tive of the AOAC's commitments under this 
Equal Opportunity clause, and shall post 
copies of the notice in conspicuous places 
available to employees and applicants for 
employment. 

(d) The AOAC will comply with all provi¬ 
sions of Executive Order No. 11246 of Sep¬ 
tember 24. 1965. and of the rules, regula¬ 
tions, and relevant orders of the Secretary 
of Labor. 

(e) The AOAC will furnish all information 
and reports required by Executive Order 
No. 11246 of September 24. 1965. and by the 
rules, regulations, and orders of the Secre¬ 
tary of Labor, or pursuant thereto, and will 
permit access to his books, records, and ac¬ 
counts by the contracting agency and the 
Secretary of Labor for purposes of investi¬ 
gation to ascertain compliance with such 
rules, regulations and orders. 

(f) In the event of the AOAC’s noncompli¬ 
ance with the Equal Opportunity clause of 
this Agreement or with any of the said 
rules, regulations, or orders, the Agreement 
may be canceled terminated or suspended, 
in w hole or in part and the AOAC may be 
declared ineligible for further Government 
contracts in accordance with procedures au¬ 
thorized in Executive Order No. 11246 of 
September 24, 1965, and such other sanc¬ 
tions may be imposed and remedies Invoked 
as provided in Executive Order No. 11246 of 
September 24. 1965, or by rule, regulation, 
or order of the Secretary of Labor, or as 
otherwise provided by law. 

(g) The AOAC will include the provisions 
of paragraphs (a) through (g) In every sub¬ 
contract or purchase order unless exempted 
by rules, regulations, or orders of the Secre¬ 
tary of Labor issued pursuant to section 204 
of Executive Order No. 11246 of September 
24. 1965, so that such provisions will be 
binding upon each subcontractor or vendor. 
The AOAC will take such action with re¬ 
spect to any subcontract or purchase order 
as the contracting agency may direct as a 
means of enforcing such provisions, includ¬ 
ing sanctions for noncompliance: Provided, 
however, that in the event the AOAC be¬ 
comes involved in. or is threatened with, liti¬ 
gation with a subcontractor or vendor as a 
result of such direction by the contracting 
agency, the AOAC may request the United 
States to enter into such litigation to pro¬ 
tect the interests of the United States. 
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Exhibit C 

CERTIFICATION OF NONSEGREGATED FACILITIES 

As a condition for performance under this 
Agreement, the cooperator certifies that he 
does not maintain or provide for his employ¬ 
ees any segregated facilities at any of his es¬ 
tablishments. and that he does not permit 
his employees to perform their services at 
any location, under his control, where segre¬ 
gated facilities are maintained. He certifies 
further that he will not maintain or provide 
for his employees any segregated facilities 
at any of his establishments, and that he 
will not permit his employees to perform 
their services at any location under his con¬ 
trol, where segregated facilities are main¬ 
tained. The cooperator agrees that a breach 
of this certification is a violation of the 
Equal Opportunity clause in this Agree¬ 
ment. As used in this certification, the term 
“segregated facilities” means any waiting 
rooms, work areas, rest rooms and wash 
rooms, restaurants and other eating areas, 
time clocks, locker rooms and other storage 
or dressing areas, parking lots, drinking 
fountains, recreation or entertainment 
areas, transportation, and housing facilities 
provided for employees which are segre¬ 
gated by explicit directive or are in fact seg¬ 
regated on the basis of race, color, religion, 
or national origin, because of habit, local 
custom, or otherwise. He further agrees 
that he will obtain identical certifications 
from subcontractors, if any, prior to the 
award of subcontracts exceeding $10,000 
which are not exempt from the provisions 
of the Equal Opportunity clause and that 
he will retain such certifications in his files. 

Note.—T he penalty for making false 
statements is prescribed in 18 U.S.C. 1001. 

Effective date: This memorandum of 
agreement became effective February 
21, 1978. 

Dated: June 6. 1978. 

William F. Randolph, 
Acting Associate Commissioner 
for Regulatory Affairs . 

tFR Doc. 78-16246 Filed 6-12-78; 8:45 am] 
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Food and Drug Administration 
[Docket No. 78N-01543 
SAFETY OF CERTAIN FOOD INGREDIENTS 
Opportunity for Public Hearing 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Notice. 


SUMMARY: This document an¬ 
nounces an opportunity for public 
hearing on the safety of pantothen¬ 
ates, thiamine, urea, vitamin B ia , and 
sodium chloride and potassium chlo¬ 
ride to determine whether they are 
generally recognized as safe (GRAS) 
or subject to a prior sanction. This 
action accords with procedures of a 
comprehensive safety review that the 
agency is conducting. Interested per¬ 
sons are given an opportunity to give 
their views on the safety of these sub¬ 
stances. 

DATE: Requests to make oral presen¬ 
tations at the public hearing must be 
postmarked on or before July 13, 1978. 

ADDRESSES: Written requests to the 
Select Committee on GRAS Sub¬ 
stances, Life Sciences Research Office, 
Federation of American Societies for 
Experimental Biology. 9650 Rockville 
Pike, Bethesda, Md. 20014, and to the 
Hearing Clerk (HFC-20), Food and 
Drug Administration, Room 4-65, 5600 
Fishers Lane. Rockville. Md. 20857. 

FOR FURTHER INFORMATION 
CONTACT: 

Corbin I. Miles. Bureau of Foods 
(HFF-335), Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation. and Welfare, 200 C Street 
SW., Washington, D.C. 20204, 202- 
472-4750. 

SUPPLEMENTARY INFORMATION: 
The Commissioner of Food and Drugs 
issued in the Federal Register of July 
26, 1973 (38 FR 20053) a notice advis¬ 
ing the public that an opportunity 
would be provided for oral presenta¬ 
tion of data, information, and views at 
public hearings to be conducted by the 
Select Committee on GRAS Sub¬ 
stances of the Life Sciences Research 
Office, Federation of American Soci¬ 
eties for Experimental Biology (here¬ 
after, the Select Committee), about 
the safety of ingredients used in food 
to determine if they are GRAS or sub¬ 
ject to a prior sanction. 

The Commissioner now gives notice 
that the Select Committee is prepared 
to conduct a public hearing on the fol¬ 
lowing categories of food ingredients: 
pantothenates d>-pantothenyl alcohol, 
D-calcium pantothenate, DL-calcium 
pantothenate. D-sodium pantothenate, 
and DL-sodium pantothenate); thia¬ 
mine (thiamine hydrochloride arid 
thiamine mononitrate); urea; vitamin 


B,»; and potassium chloride and 
sodium chloride, with the latter con¬ 
sidered for direct use and for paper 
and paperboard and cotton and cotton 
fabric food packaging. 

The public hearing will provide an 
opportunity before the Select Commit¬ 
tee reaches its final conclusions for 
any interested person(s) to present sci¬ 
entific data, information, and views on 
the safety of these substances, in addi¬ 
tion to those previously submitted in 
writing pursuant to notices published 
in the Federal Registers of July 26, 

1973 (38 FR 20051, 20053). April 17, 

1974 (39 FR 13798), and March 28, 
1978 (48 FR 12941). 

The Select Committee has reviewed 
all the available data and information 
on the categories of food ingredients 
listed above and has reached one of 
the five following tentative conclu¬ 
sions on the status of each: 

1. There is no evidence in the availa¬ 
ble information that demonstrates or 
suggests reasonable grounds to suspect 
a hazard to the public when it is used 
at levels that are now current or that 
might reasonably be expected in the 
future. 

2. There is no evidence in the availa¬ 
ble information that demonstrates or 
suggests reasonable grounds to suspect 
a hazard to the public when it is used 
at levels that are now current and in 
the manner now practiced. However, it 
is not possible to determine, without 
additional data, whether a significant 
increase in consumption would consti¬ 
tute a dietary hazard. 

3. Although no evidence in the avail¬ 
able information demonstrates a 
hazard to the public when it is used at 
levels that are now current and in the 
manner now practiced, uncertainties 
exist requiring that additional studies 
be conducted. 

4. The evidence is insufficient to de¬ 
termine that the adverse effects re¬ 
ported are not deleterious to the 
public health when it is used at levels 
that are now current and in the 
manner now practiced. 

5. The information available is not 
sufficient to make a tentative conclu¬ 
sion. 

The following table lists each ingre¬ 
dient, the Select Committee’s tenta¬ 
tive conclusion (keyed to the five 
types of conclusions listed above), and 
the available information on which 
the Select Committee reached its con¬ 
clusions: 


Select 

Substances committee Scientific literature review Animal study report Other information 

tentative order No.: price code; price order No.; cost 

conclusion 


Pantothenates: 

D-p&ritoltheny) alcohol.... 

D-calcium pantothenate.. 

DL-calcium pantothenate.. 

D-sodium pantothenate.. 

DL-sodium pantothenate..____ 


1 PB-234-892/AS: A05: $6. 

1 

1 

1 


a. Human intake data from ”A comprehen¬ 
sive survey of industry on the use of food 
chemicals generally recognized as safe 
(GRAS)” available from the National Techni¬ 
cal Information Service. PB-221 920 (set); 
price code. E99; price. $173. 

b. Unpublished data (1949-63) on pantoth¬ 
enates submitted by Hoffman-La Roche, Inc., 
Nutley. N.J. to FDA. Washington. D.C. 
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• Select 

Substances committee Scientific literature review Animal study report OLher information 

tentative order No.; price code; price order No.; cost 

conclusion 


Thiamine: 

Thiamine hydrochloride...... 

Thiamine mononitrate.......... 


Urea. 


Vitamin B. 


Sodium chloride and 
potassium chloride: 

Potassium chloride........... 

Sodium chloride (direct food addi¬ 
tive). 

Sodium chloride (cotton and 
cotton fabric dry food packaging). 

Sodium chloride (paper and pa¬ 
perboard food packaging). 


1 PB-241-951/AS; A17; $13 

1 


1 PB 241-071 /AS. A10; $9.25... 


1 PB-241-966/AS: A14: $11.75 

and PB-275-755/AS; A02; 

$4 


1 PB 241-973/AS; A13: $11... 

4 

1 

1 


a. Teratologic evaluation of 
sodium chloride (FDA 71-70) 
in mice, rats, and rabbits by 
Food and Drug Research Lab¬ 
oratories. Inc., under FDA 
contract (PB-234-878/AS): 
price code. A03; price, $4.50. 

b. Teratologic evaluation of 
potassium chloride (FDA 73- 
78) in mice, and rats by Food 
and Drug Research Laborato¬ 
ries. Inc., under FDA contract 
(PB-246-528/AS): price code. 
A03; price. $4.50. 

c. Mutagenic evaluation 
(tier 1) of potassium chloride 
(FDA 73-78) by Litton Bione- 
tlcs, Inc., under FDA contract 
(PB-245 507/AS): price code. 
A03; price. $4.50. 


a. Human intake data from "A comprehen¬ 
sive survey of industry on the use of food 
chemicals generally recognized as safe 
(GRAS)" available from the National Techni¬ 
cal Information Service. PB-221-920 (set): 
price code. E99: price, $173. 

b. Memorandum to Kathleen Dennis. 
FASEB. from H. F. Chinn. FASEB. 

a. Human Intake data from "A comprehen¬ 
sive survey of industry on the use of food 
chemicals generally recognized as safe 
(GRAS)" available from the National Techni¬ 
cal Information Service. PB-221 920 (set): 
price code. E99; price. $173. 

a. Human intake data from "A comprehen¬ 
sive survey of industry on the use of food 
chemicals generally recognized as safe 
(GRAS)" available from the National Techni¬ 
cal Information Service. PB-221 -920 (set): 
price code, E99; price. $173. 

b. Letter dated June 30. 1977. from Linda 
Taylor. FDA. Washington. D.C. 

a Human intake data from "A comprehen¬ 
sive survey of industry on the use of food 
chemicals generally recognized as safe 
(GRAS)" available from the National Techni¬ 
cal Information Service, PB-221-920 (set); 
price code. E99; price. $173. 

b. Letter dated January 3. 1977. from B. F. 
Borland. FDA. Washington, D.C. 

c. Evaluation of chemicals for toxic and ter¬ 
atogenic effects using the chick embryo as 
the test system; sodium chloride; by WARF 
Institute. Inc., under FDA contract. 

<L Investigation of the toxic and terato¬ 
genic effects of GRAS substances to the de¬ 
veloping chicken embryo; sodium chloride. 
FDA tn-house report. 

e. Neutron activation analysis for trace ele¬ 
ments In foods. Paper presented at the Inter¬ 
national Conference on Modem Trends In 
Activation Analysis. 1976. Munchen. Ger¬ 
many. by J. T. Tanner and M. H. Friedman, 
FDA. Washington. D.C. 


Note.— The above stated prices are subject to change. 


Reports In the table with “PB” pre¬ 
fixes may be obtained from the Na¬ 
tional Technical Information Service, 
U.S. Department of Commerce. 5285 
Port Royal Road, Springfield, Va. 
22X51. 

In addition to the information con¬ 
tained in the documents listed in the 
table above, the Select Committee sup¬ 
plemented. where appropriate, its re¬ 
views with specific information from 
specialized sources as announced in a 
previous hearing opportunity notice 
published in the Federal Register of 
September 23. 1974 (39 FR 34218). 

The Select Committee’s tentative re¬ 
ports on (p pantothenates (D-pantoth- 
enyl alcohol, D-calcium pantothenate, 
DL-calcium pantothenate. D-sodium 
pantothenate, and DL-sodium panto¬ 
thenate); (2) thiamine (thiamine hy¬ 
drochloride and thiamine mononi¬ 
trate); (3) urea; (4) vitamin B„; and (5) 
potassium chloride and sodium chlo¬ 
ride, with the latter considered for 
direct use and for paper and paper- 
board and cotton and cotton fabric 
food packaging are available for 
review at the office of the Hearing 
Clerk (HFC-20), Food and Drug Ad¬ 
ministration, Room 4-65, 5600 Fishers 


Lane, Rockville, Md. 20857, and also at 
the Public Information Office, Food 
and Drug Administration, Room 3807, 
200 C Street SW., Washington, D.C. 
20204. In addition, all reports and doc¬ 
uments used by the Select Committee 
to review the ingredients are available 
for review at the office of the Hearing 
Clerk, Food and Drug Administration. 

To schedule the public hearing, the 
Select Committee must be informed of 
the number of persons who wish to 
attend and the amount of time re¬ 
quested to give their views. According¬ 
ly. any interested person who wishes 
to appear at the public hearing to 
make an oral presentation shall so 
inform the Select Committee in writ¬ 
ing, addressed to; the Select Commit¬ 
tee on GRAS Substances. Life Sci¬ 
ences Research Office, Federation of 
American Societies for Experimental 
Biology, 9650 Rockville Pike. Bethes- 
da, Md. 20014. A copy of each such re¬ 
quest shall be sent to the Hearing 
Clerk, address noted above, and all re¬ 
quests shall be placed on public dis¬ 
play in that office. Any such request 
must be postmarked on or before July 
13, 1978, shall state the substance(s) 
on which an opportunity to present 
oral views is requested, and shall state 


how much time is requested for the 
presentation. As soon as possible 
thereafter, a notice announcing the 
date, time, place, and scheduled pre¬ 
sentations for any public hearing that 
may be requested will be published In 
the Federal Register. 

The purpose of the public hearing is 
to receive data, information, and views 
not previously available to the Select 
Committee about the substances listed 
above. Information already contained 
in the scientific literature reviews and 
in the tentative Select Committee 
report shall not be duplicated, al¬ 
though views on the interpretation of 
this material may be presented. 

Depending on the number of re¬ 
quests for opportunity to make oral 
presentations, the Select Committee 
may reduce the time requested for any 
presentation. Owing to time limita¬ 
tions, individuals and organizations 
with common interests are urged to 
consolidate their presentations. Any 
interested person may, in lieu of an 
oral presentation, submit written 
views, which shall be considered by 
the Select Committee. Three copies of 
such written views shall be addressed 
to the Select Committee at the ad- 
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dress noted above, and must be post¬ 
marked not later than 10 days before 
the scheduled date of the hearing. A 
copy of any written views shall be sent 
to the Hearing Clerk, Food and Drug 
Administration, and shall be placed on 
public display in that office. 

A public hearing will be presided 
over by a member of the Select Com¬ 
mittee. Hearings will be transcribed by 
a reporting service, and a transcript of 
each hearing may be purchased direct¬ 
ly from the reporting service and will 
also be placed on public display in the 
office of the Hearing Clerk (HFC-20), 
Food and Drug Administration. 

Dated: June 6, 1978. 

William F. Randolph, 
Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-16070 Filed 6-12-78: 8:45 ami 


[ 4110 - 02 ] 

Office of Education 

NATIONAL ADVISORY COUNCIL ON 
VOCATIONAL EDUCATION 

Meeting 

Notice is hereby given, pursuant to 
Pub. L. 92-463, that the National Advi¬ 
sory Council on Vocational Education 
will hold a meeting open to the public 
from 9:00 a.m. to 5:00 p.m. on August 
4, 1978, local time, at the Western 
Hills Guest Ranch. Wagoner, Okla. On 
August 4, 1978, from 8:30 a.m. to 12:00 
Noon, local time, the National Adviso¬ 
ry Council on Vocational Education 
meeting will be closed to the public. 
This portion of the meeting will be 
closed to the public in accordance with 
the provisions of section 10(d), Federal 
Advisory Committee Act, Pub. L. 92- 
463 and Title 5, U.S. Code, section 
552b(c) (2) and (6). The purpose of the 
closed meeting is to discuss internal 
personnel matters with regard to se¬ 
lection of a new Executive Director, 
and documents may be presented 
which, if open to the public, would 
constitute a clearly unwarranted inva¬ 
sion of personal privacy. 

The National Advisory Council on 
Vocational Education is established 
under section 104 of the Vocational 
Education Amendments of 1968 (20 
U.S.C. 1244). The Council is directed 
to advise the Commissioner of Educa¬ 
tion concerning the administration of, 
preparation of general regulations for, 
and operation of vocational education 
programs, supported with assistance 
under the Act; review the administra¬ 
tion and operation of vocational edu¬ 
cation programs under the Act, includ¬ 
ing the effectiveness of such programs 
in meeting the purposes for which 
they are established and operated, 
make recommendations with respect 
thereto, and make annual reports of 
its findings and recommendations to 


the Secretary of HEW for transmittal 
to the Congress, and conduct inde¬ 
pendent evaluation of programs car¬ 
ried out under the Act and publish 
and distribute the results thereof. 

The agenda shall include: 

August 3. 1978: 

A.M.: Report of the Chairman. 

Planning for Council Activities for the 
coming year. 

Reports of Task Force Chairmen. 

P.M.: Continuation of Reports of Task 
Force Chairmen. 

Other Council Business. 

August 4. 1978: 

Meeting closed to the Public. 

8:30 A.M.—Noon Adjournment. 

For further information call Virginia 
Solt, 202-376-8873. 

Records of the meeting proceedings 
shall be kept and made available for 
public inspection at the office of the 
Council’s Executive Director, located 
at 425—13th Street NW.. Suite 412, 
Washington. D.C. 20004. 

A summary of the proceedings of 
the closed session will be available 
within fourteen days after the date of 
the meeting at the above address. 

Signed at Washington, D.C. on May 
16. 1978. 

Reginald Petty, 
Executive Director. 

CFR Doc. 78-16320 Filed 6-12-78; 8:45 ami 


[ 4310 - 84 ] 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

CSerial No. A 108801 

ARIZONA 

Application 

Notice is hereby given that pursuant 
to section 28 of the Mineral Leasing 
Act of 1920, as amended (30 U.S.C. 
185), the Southwest Gas Corp., P.O. 
Box 15015, Las Vegas, Nev. 89114, filed 
an application for a right-of-way to 
construct a 2%" O.D. pipeline for the 
purposes of transporting natural gas 
across the following described lands: 

Gila and Salt River Meridian, Arizona 

T. 20 N.. R. 22 W., 

Sec. 20. NWV«. 

The pipeline will transport natural 
gas to the Bullhead City Middle 
School. 

The purpose of this notice is to 
inform the public that the Bureau will 
be proceeding with consideration of 
whether the application should be ap¬ 
proved, and if so, under what terms 
and conditions. 

Interested persons desiring to ex¬ 
press their views on this matter should 
do so promptly. Persons submitting 
comments should include their name 
and address and send them to the Dis¬ 
trict Manager. Bureau of Land Man¬ 


agement, Yuma District Office, 2450 
Fourth Avenue. Yuma, Ariz. 85364. 

Dated: June 1, 1978. 

Mario L. Lopez, 

Chief Branch of Lands 
and Minerals Operations. 
[FR Doc. 78-16243 Filed 6-12-78: 8:45 am] 


[ 4310 - 03 ] 

Heritage* Conservation and Recreation Service 
NATIONAL REGISTER OF HISTORIC PLACES 
Notification of Pending Nominations 

Nominations for the following prop¬ 
erties being considered for listing in 
the National Register were received by 
the Heritage Conservation and Recre¬ 
ation Service before June 2, 1978. Pur¬ 
suant to section 60.13(a) of 36 CFR 
part 60, published in final form on 
January 9. 1976, written comments 
concerning the significance of these 
properties under the National Register 
criteria for evaluation may be forward¬ 
ed to the Keeper of the National Reg¬ 
ister, Office of Archeology and Histor¬ 
ic Preservation. U.S. Department of 
the Interior, Washington, D.C. 20240. 
Written comments or a request for ad¬ 
ditional time to prepare comments 
should be submitted by June 23, 1978. 

William J. Murtagh, 
Keeper of the National Register. 

ARIZONA 

Coconino County 

Flagstaff vicinity, Santa Fe Dam, SE of 
Flagstaff. * 

Maricopa County 

Phoenix. Phoenix Townsite, bounded by 
Monroe. Adams. 6th and 7th Sts. 

CALIFORNIA 

Alameda County 

Berkeley. Teverii Tuppa, 1819 10th St. 
Livermore. Bank of Italy, 2250 1st St. 
Oakland, Dunns Block . 725 Washington St. 

Fresno County 

Fresno. Y.W.C.A. Residence , 1660 M St. 
Humboldt County 

Trinidad. Holy Trinity Church. Parker and 
Hector Sts. 

Los Angeles County 

Altadena, Keyes Bungalow . 1337 E. Boston 
St. 

Monterey County 

Salinas vicinity. Rancho Las Palmas , S of 
Salinas at 200 River Rd. 

Napa County 

Napa. Manasse Mansion, 443 Brown St. 
Orange County 

Anaheim. Carnegie Library. 241 S. Anaheim 
Blvd. 

Orange. Plaza, The , Chapman Ave. and 
Glassell St. 
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Placentia, Bradford, A.S., House, 136 Palm 
Circle. 

San Diego, County 

San Diego, Chaplain's House, 836 Washing¬ 
ton St. 

San Francisco County 

San Francisco, Atherton House, 1990 Cali¬ 
fornia St. 

San Francisco, San Francisco National 
Guard Armory and Arsenal, 1800 Mission 
St. 

San Francisco. Schoenstein and Company 
Pipe Organ Factory, 3101 20th St. 

Santa Clara County 

Cupertino vicinity. Woodhills, S of Cuperti¬ 
no on Prospect Rd. 

San Jose vicinity. We and Our Neighbors 
Clubhouse, S of San Jose at 15460 Union 
Ave. 

Solano County 

Benicia, Crooks Mansion, 285 W. O St. 

Sonoma County 

Petaluma. Old Petaluma Opera House, 147- 
149 Kentucky St. 

Santa Rosa vicinity. West, Mark, Springs 
Lodge, N of Santa Rosa at 2520 Mark 
West Springs Rd. 

GEORGIA 

Baldwin County 

Milledgeville vicinity, Boykin, Maj. Francis, 
House, 10 mi. (16 km) SE of Milledgeville 
off GA 24 HABS. 

Milledgeville vicinity. Old State Prison 
Building, 3 mi. (4.8 km) W of Milledgeville 
on GA 22. 

Milledgeville vicinity. WoodviUe, 3 mi (4.8 
km) S of Milledgeville on GA 243. 

HAWAII 

Honolulu County 

Honolulu, Hawaii Theatre . 1130 Bethel St 

IOWA 

Boone County 

Boone. Eisenhower, Mamie Doud, Birth¬ 
place, 709 Carroll St. 

Dubuque County 

Epworth. Kidder, Zephaniah, House, Main 
St. 

Humboldt County 

Dakota City vicinity. Brown, Corydon, 
House, E of Dakota City off LA 3. 

Johnson County 

Iowa City, Park House Hotel, 130 E. Jeffer¬ 
son St. 

Jones County 

Monticello. Farwcll S. S., House, 301 N. 
Chestnut St. 

Linn County 

Cedar Rapids. C.S.P.S. Hall, 1105 3rd St., 
SE. 

Cedar Rapids. First Universalist church of 
Cedar Rapids, 600 3rd Ave., SE. 

Cedar Rapids, Mosher, Orrin, House, 2336 
Linden Dr.. SE. 


Polk County 

Des Moines. Gabriel, Rees, House, 1701 
Pennsylvania Ave. 

Des Moines. Iowa State Historical Building, 
E. 12th and Grand Ave. 

Des Moines, Peak, George B„ House, 1080 
22nd St 

Des Moines, Rollins, Ralph, House, 2810 
Fleur Dr. 

Des Moines, Studio Building. 524 E. Grand 
Ave. 

Shelby County 

Harlan. Shelby County Courthouse, 7th and 
Court Sts. 

Story County 

Ames. Horticulture Laboratory, Iowa State 
University campus. 

Nevada, Edwards-Swayze House. 1110 9th 
St. 

Van Burcn County 

Farmington, Burg Wagon Works Building. 
131 S. 2nd St 

Winneshiek County 

Decorah. Decorah Ice Cave, Ice Cave Rd. 

Frankville. Frankville School, State St. 

Worth County 

Fertile. Rhodes Mill, Main St 
Kentucky 

Boyle County 

Danville vicinity. Harlan-Bruce House, 5 mi 
(8km) E of Danville off KY 52. 

Fayette County 

Lexington, Hall, Augustus, House, 165 Barr 
St. 

Lexington. Hart, Col Thomas, Historic Dis¬ 
trict 156-192 N. Broadway and 320-322 W. 
2nd St. 

Mason County 

Maysville, Cox-Hord House. 128 E. 3rd St. 

Meade County 

Brandenburg vicinity. Doe Run Creek His¬ 
toric District, 4 mi. (6.4 km) SE of Bran¬ 
denburg off KY 1638. 

Woodford County 

Midway vicinity, Graham, John, House, SE 
of Midway on Weisenberger Mill Rd. 

MARYLAND 

Baltimore (independent city) 

Fells Point Historic District (boundary in¬ 
crease). 

MASSACHUSETTS 

Adams County 

Natchez, U.S. Marine Hospital 801 Maple 
St 

MISSOURI 

SL Charles County 

St. Charles, Lindenwood Hall (Sibley Hall), 
Lindenwood College campus. 

NEW HAMPSHIRE 

Grajton County 

Endfield vicinity. Enfield Shaker Historic 
District S of Enfield on NH 4A. 


NEW MEXICO 

Taos County 

Taos. Bent Gov. Charles, House, Bent St. 

NEW YORK 

Albany County 

Albany. Lafayette Park Historic District 
roughly bounded by State. Swan. Elk. 
Spruce, Chapel, and Eagle Sts. 

St Lawrence County 

Chase Mills. Chase Mills Inn, Mein and 
Townline Rds. 

Westchester County 

Goldens Bridge vicinity. Bridge L-IS8, W of 
Goldens Bridge at Croton River. 

TEXAS 

Bexar County 

San Antonio. Bonham, James Butler, Ele¬ 
mentary School 925 S. St. Marys St. 

San Antonio, Fourth Ward School, 141 
Lavaca St. 

San Antonio. Navarro. Jose Antonio. Ele¬ 
mentary School 623 S. Pecos St. 

Bowie County 

Texarkana. Saenger Theater, 219 Main St. 
Collin County 

McKinney. McKinney, Collin, Cabin, Finch 
Park. 

Harris County 

Houston. Covington, Dr. B. J., House, 2219 
Dowling St. 

Throckmorton County 

Throckmorton. Throckmorton County 
Courthouse and Jail Public Sq. and 
Chestnut St 

Travis County 

Austin. Bremond Block Historic District 
(boundary decrease). 

UTAH 

Iron County 

Cedar City. Wood, George H., House, 432, N. 
Main St 

Washington County 

St. George vicinity. Blake, Wallace, House, S 
of St. George. 

(FR Doc. 78-15997 Filed 6-12-78; 8:45 am) 


[ 4510 - 26 ] 

DEPARTMENT OF LABOR 

Occupational Safety and Health Administration 

STANDARDS ADVISORY COMMITTEE ON 
CUTANEOUS HAZARDS 

Meeting 

Notice is hereby given that the 
Standards Advisory Committee on Cu¬ 
taneous Hazards will meet on June 26 
and 27. 1978, in Room N-3437 of the 
Department of Labor Building, Third 
Street and Constitution Avenue NW„ 
Washington, D.C. 
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The Standards Advisory Committee 
on Cutaneous Hazards was established 
under Section 7(b) of the Occupation¬ 
al Safety and Health Act of 1970 (Pub. 
L. 91-596) to assist the Secretary of 
Labor in his standards-setting func¬ 
tion. 

Preliminary plans for the Commit¬ 
tee’s report to OSHA will be discussed 
at the meeting. Consultants will be 
heard from industries concerned with 
skin and eye hazards. On both days, 
the meeting will begin at 9 a.m. The 
public is invited to attend. 

FOR ADDITIONAL INFORMATION 
CONTACT: 

Mr. John M. Couric, Division of Con¬ 
sumer Affairs, Occupational Safety 
and Health Administration, U.S. De¬ 
partment of Labor, Third Street and 
Constitution Avenue NW.; Room N- 
3635, Washington, D.C.20210, tele¬ 
phone 202-523-8024. 

Written data or views concerning 
these agenda items may be submitted 
to the Division of Consumer Affairs. 
Such documents which are received 
before the scheduled meeting dates, 
preferably with 20 copies, will be pre¬ 
sented to the Committee and included 
in the official record of the proceed¬ 
ings. 

Anyone who wishes to make an oral 
presentation should notify the Divi¬ 
sion of Consumer Affairs before the 
meeting date. The request should in¬ 
clude the amount of time desired, the 
capacity in which the person will 
appear, and a brief outline of the con¬ 
tent of the presentation. Oral presen¬ 
tations will be scheduled at the discre¬ 
tion of the chairman of the Commit¬ 
tee, to the extent which time permits. 

Official records of the meetings will 
be available for public inspection at 
the Division of Consumer Affairs. 

Signed at Washington, D.C. this 9th 
day of June 1978. 

Eula Bingham, 
Assistant Secretary, 
Occupational Safety and Health. 

[FR Doc. 78-16476 Filed 6-12-78; 8:45 ami 


[ 4510 - 26 ] 

VIRGINIA 

Request for Comments 

AGENCY: Occupational Safety and 
Health Administration, U.S. Depart¬ 
ment of Labor. 

ACTION: Request for public com¬ 
ment. 

SUMMARY: This notice requests 
public comment on whether the As¬ 
sistant Secretary of Labor for Occupa¬ 
tional Safety and Health (hereinafter 
Assistant Secretary) should accept or 
deny, in whole or in part, a petition by 


the Oil* Chemical, and Atomic Work¬ 
ers International Union to withdraw 
approval of the Virginia State plan for 
the development and enforcement of 
State occupational safety and health 
standards. 

DATES: Comments and requests for 
hearing should be submitted by July 3. 
1978. 

ADDRESSES: Written comments and 
requests for an informal hearing 
should be submitted to the Director, 
Federal Compliance and State Pro¬ 
grams. Occupational Safety and 
Health Administration, Room N-3101, 
200 Constitution Avenue NW., Wash¬ 
ington, D.C. 20210. 

FOR FURTHER INFORMATION 
CONTACT: 

Dennis Lubow, Project Officer, 
Office of State Programs, Occupa¬ 
tional Safety and Health Adminis¬ 
tration. Room N-3101, 200 Constitu¬ 
tion Avenue NW., Washington, D.C. 
20210, 202-653-5381. 

SUPPLEMENTARY INFORMATION: 

Background 

A petition signed by Steven Wodka, 
International Representative of the 
Oil Chemical and Atomic Workers In¬ 
ternational Union, was sent on Febru¬ 
ary 21, 1978, to the Assistant Secre¬ 
tary. The petition, submitted under 
authority of section 18(f) of the Occu¬ 
pational Safety and Health Act of 
1970 (29 U.S.C. 667(f)) (hereinafter 
called the Act) requests the Assistant 
Secretary to withdraw her approval of 
the Virginia State plan for the devel¬ 
opment and enforcement of State oc¬ 
cupational safety and health stand¬ 
ards. The petition, submitted in con¬ 
junction with a Complaint Against a 
State Program Administration—Vir¬ 
ginia, (CASPA) alleges several com¬ 
plaints against continued operation of 
the plan, which also form the basis for 
the CASPA. The Virginia State plan 
was approved under section 18(c) of 
the Act as a developmental plan on 
September 28. 1976 (41 FR 12655). It is 
described at 29 CFR Part 1952, Sub¬ 
part EE. 

Information Requested 

The petition alleges several com¬ 
plaints, all of which arose from the 
State’s alleged denial of party status 
to the Oil, Chemical, and Atomic 
Workers International Union, Local 8- 
403, as the authorized employee repre¬ 
sentative for affected employees at the 
Amoco Oil Co. petroleum products 
marketing terminal in Fairfax, Va. 
This facility was inspected and cita¬ 
tions for safety violations issued by 
the State following an accident which 
occurred on June 23, 1977. The six 
complaints alleged by the union in¬ 
volve the availability of employee 
rights under the plan as follows: 


(1) On January 5. 1978, the union re¬ 
quested from the State a copy of the 
citation and proposed penalties but 
the State’s response on January 9. 
1978 included only the citation. 

(2) On February 13, 1978, a hearing 
was held in the general district court 
at which the union was denied party 
status even though it had earlier elect¬ 
ed party status by letter. 

(3) On February 11. 1978, the union 
learned that settlement negotiations 
between the State and Amoco had 
been conducted the previous date at 
which the union was not allowed to 
participate. 

(4) The State refused the union per¬ 
mission to look at and receive a copy 
of the settlement agreement and not 
until February 17. 1978, was a copy re¬ 
ceived by the union. 

(5) The settlement agreement con¬ 
tains no real abatement date in that 
abatement is keyed to nonoperation of 
the Amoco facility due to the explo¬ 
sion and once repairs are completed 
the facility will start up again with no 
real abatement date correlated to 
elimination of the hazards related to 
the explosion, which terms the union 
would have objected to had it been af¬ 
forded party status. 

(6) Contrary to the Federal Review 
Commission procedures, the require¬ 
ment of Virginia State law that a 
party must appear in court represent¬ 
ed by an attorney is detrimental to the 
union because of the expense. 

Comments are requested on any or 
all of the above six (6) allegations 
both as to their validity and whether, 
if true, they are cause for withdrawal 
of approval of the Virginia plan under 
section 18 of the Act as set forth in 29 
CFR 1955.3(a)(3). 

Availability of the Petition and 

Public Submissions for Inspection 

and Copying 

A copy of the petition and all public 
comments and requests may be in¬ 
spected and copied during normal 
business hours at the Office of the Di¬ 
rector, Federal Compliance and State 
Programs, Occupational Safety and 
Health Administration, 200 Constitu¬ 
tion Avenue NW.. Washington. D.C. 
20210; Office of the Assistant Regional 
Director, Occupational Safety and 
Health Administration. 15220 Gate¬ 
way Center, 3535 Market Street, Phila¬ 
delphia, Pa. 19104. 

If it is determined that substantial 
objections which warrant public dis¬ 
cussion have been filed, an informal 
hearing on the petition may be held. 
All relevant comments, arguments, 
and requests submitted in accordance 
with this notice will be considered and 
a decision to grant or deny the peti¬ 
tion will thereafter be issued. 
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Signed at Washington, D.C., this 1st 
day of June 1978. 

Eula Bingham, 
Assistant Secretary of Labor. 
[PH Doc. 78-16281 Filed 6-12-78; 8:45 am] 


[1505-01] 

Pension and Welfare Benefit Programs 

[Prohibited Transaction Exemption 78-6) 

CLASS EXEMPTION FOR TRANSACTIONS IN¬ 
VOLVING COLLECTIVELY BARGAINED MUL¬ 
TIPLE EMPLOYER APPRENTICESHIP AND 
TRAINING PLANS 

Prohibited Transaction Exemption 

Correction 

In FR Doc. 78-14897 appearing on 
page 23024 in the issue of Tuesday, 
May 30. 1978, the 2nd line in the head¬ 
ing, in small type should read as it ap¬ 
pears above. 


[4510-29] DOL 
[4830-01]IRS 

DEPARTMENT OF LABOR 

Pension and Welfare Benefit Programs 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

[Application No. D-858] 

CERTAIN TRANSACTIONS INVOLVING 
MURRAY FINANCIAL CORPORATION PROFIT 
SHARING PLAN FOR EMPLOYEES AND PAR¬ 
TICIPATING AFFILIATES 

Proposed Exemption 

AGENCIES: Department of Labor, 
Department of the Treasury/Internal 
Revenue Service. 

ACTION: Notice of proposed exemp¬ 
tion. 

SUMMARY: This document contains 
a notice of pendency before the De¬ 
partment of Labor and the Internal 
Revenue Service (the Agencies) of a 
proposed exemption from the prohib¬ 
ited transaction restrictions of the 
Employee Retirement Income Securi¬ 
ty Act of 1974 (the Act) and from cer¬ 
tain taxes imposed by the Internal 
Revenue Code of 1954 (the Code). The 
proposed exemption would exempt the 
sale of a parcel of real property by the 
Murray Financial Corp. Profit Sharing 
Plan for Employees and Participating 
Affiliates (the Plan) to Murray Prop¬ 
erties Co. (the Subsidiary), a wholly 
owned subsidiary of Murray Financial 
Corp. (the Employer). The proposed 
exemption, if granted, would affect 
participants and beneficiaries of the 
Plan, the Employer, the Subsidiary 
and other persons participating in the 
proposed transaction. 


DATES: Written comments and re¬ 
quests for a public hearing must be re¬ 
ceived by the Department of Labor on 
or before July 14, 1978. 

ADDRESS: All written comments and 
requests for a hearing (at least six 
copies) should be sent to: Office of 
Regulatory Standards and Exceptions, 
Pension and Welfare Benefit Pro¬ 
grams, Room C-4526, U.S. Department 
of Labor. 200 Constitution Avenue 
NW.. Washington, D.C. 20216, Atten¬ 
tion: Application No. D-858. The appli¬ 
cation for exemption and the com¬ 
ments received will be availabe for 
public inspection in the Public Docu¬ 
ments Room of Pension and Welfare 
Benefit Programs, U.S. Department of 
Labor, Room N-4677, 200 Constitution 
Avenue NW., Washington, D.C. 20216, 
and at the Internal Revenue Service 
National Office Reading Room, 1111 
Constitution Avenue NW„ Washing¬ 
ton, D.C. 20224. 

FOR FURTHER INFORMATION 
CONTACT: 

Robert N. Sandler of the Depart¬ 
ment of Labor, 202-523-8882. (This 

is not a toll-free number.) 

SUPPLEMENTARY INFORMATION: 
Notice is hereby given of the pendency 
before the Agencies of an application 
for exemption from the restrictions of 
section 406(a)(1) and 406 (b)(1) and 
(b)(2) of the Act and from the taxes 
imposed by section 4975 (a) and (b) of 
the Code, by reason of section 
4975(c)(1) (A) through (E) of the 
Code. The proposed exemption was re¬ 
quested in an application filed by the 
Employer pursuant to section 408(a) 
of the Act and section 4975(c)(2) of 
the Code, and in accordance with the 
procedures set forth in ERISA Proce¬ 
dure 75-1 (40 FR 18471, April 28. 1975) 
and Rev. Proc. 75-26, 1975-1 C.B. 722. 

Summary of Facts and 
Representations 

The application contains facts and 
representatives with regard to the pro¬ 
posed exemption which are summa¬ 
rized below. Interested persons are re¬ 
ferred to the application on file with 
the Agencies for the complete repre¬ 
sentations of the applicants. 

On November 17. 1976, the Board of 
Directors of the Employer authorized 
and approved the permanent discon¬ 
tinuance of contributions to the Plan, 
and, in due course, the termination of 
the Plan and the Plan's trust. No con¬ 
tributions were made to the Plan 
during 1976. In order to terminate the 
Plan and distribute to the participants 
their account balances, the assets of 
the Plan’s Trust, including the subject 
property, must be liquidated. 

The parcel of unimproved real prop¬ 
erty the Plan wishes to sell is common¬ 
ly known as “Site 30” and is located in 
the Great Southwest Industrial Dis¬ 


trict in Arlington. Tex. The Plan pur¬ 
chased the property from the Subsidi¬ 
ary on December 20, 1974 for a pur¬ 
chase price of $15,120.00, which repre¬ 
sented a discount of 20 percent from 
the appraised market value as of 
August 26, 1974. The appraisal was 
performed by G. H. Jaynes and Asso¬ 
ciates, an independent appraiser. 

Since the Plan purchased the prop¬ 
erty, several real estate firms have at¬ 
tempted to sell it. Some of these firms 
have placed “for sale” signs on the 
property. The offering price was 
either $0.70 per square foot (or ap¬ 
proximately $18,900.00, the appraised 
value) or $0.75 per square foot, except 
that on January 14, 1977, the property 
was offered to Great Southwest Indus¬ 
trial District at a price of $0.50 per 
square foot. In addition, the Subsidi¬ 
ary, acting on behalf of the Plan, 
made numerous attempts to sell the 
property. The Subsidiary believes that 
it has offered the property to most of 
the companies actively engaged in de¬ 
veloping or marketing off ice/ware¬ 
house/showroom facilities in the 
Dallas area. All of the above efforts to 
sell the property have been unsuccess¬ 
ful. 

The proposed sale would be for 
$18,900.00 cash. No commission will be 
paid in connection with the sale. The 
proposed price represents approxi¬ 
mately four percent of the assets of 
the Plan. G. H. Jaynes and Associates, 
which updated the original appraisal, 
determined the fair market value of 
the property as of June 24, 1977 to be 
$18,900.00 but further stated that 
based upon the market conditions pre¬ 
vailing within the Great Southwest In¬ 
dustrial District, that an additional 
two to four year marketing period 
should be anticipated in order to sell 
the property. In addition, because of 
the anticipated extended marketing 
period, the appraiser states that some 
consideration should be given to re¬ 
ducing the offering price by a substan¬ 
tial amount in order to induce a sale. 

The trustees of the Plan are Jack E. 
Crozier, President and a Director of 
the Employer and a Director of the 
Subsidiary, Jack Sommerfield, execu¬ 
tive Vice President of the Employer 
and a Director of both the Employer 
and the Subsidiary, and Charles W. 
Karlen, Vice President and Treasurer 
of the Employer. Mr. Crozier owns ap¬ 
proximately ten percent of the out¬ 
standing common stock of the Em¬ 
ployer. It is represented that none of 
the trustees have any personal inter¬ 
est in the proposed transaction. 

Notice to Interested Persons 

Notice of the proposed exemption 
will be given to all interested parties, 
including the trustees of the Plan and 
all active and inactive participants of 
the Plan, within ten days of the publi¬ 
cation of this notice in the Federal 
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Register, by posting a copy of the 
notice of proposed exemption in all lo¬ 
cations customarily used for employee 
communications and by mailing a copy 
thereof to any former employees who 
are currently participants in the Plan. 

General Information 

The attention of interested persons 
is directed to the following: 

(1) The fact that a transaction is the 
subject of any exemption under sec¬ 
tion 408(a) of the Act and section 
4975(c)(2) of the Code does not relieve 
a fiduciary or other party in interest 
or disqualified person from certain 
other provisions of the Act and the 
Code, including any prohibited trans¬ 
action provisions to which the exemp¬ 
tion does not apply and the general fi¬ 
duciary responsibility provisions of 
section 404 of the Act which require 
among other things, a fiduciary to dis¬ 
charge his duties respecting the plan 
solely in the interests of participants 
and beneficiaries of the plan and in a 
prudent fashion in accordance with 
section 404(a)(1)(B) of the Act; nor 
does it affect the requirement of sec¬ 
tion 401(a) of the Code that the plan 
must operate for the exclusive benefit 
of the employees of the employer 
maintaining the plan and their benefi¬ 
ciaries; 

(2) The proposed exemption, if 
granted, will not extend to transac¬ 
tions prohibited under section 
406(b)(3) of the Act and section 
4975(c)(1)(F) of the Code; 

(3) Before an exemption may be 
granted under section 408 (a) of the 
Act and section 4975(c)(2) of the Code, 
the Agencies must find that the ex¬ 
emption is administratively feasible, in 
the interests of the plan and of its par¬ 
ticipants and beneficiaries, and protec¬ 
tive of the right of participants and 
beneficiaries of the plan; and 

(4) The proposed exemption, if 
granted, will be supplemental to, and 
not In derogation of, any other provi¬ 
sions of the Act and the Code, includ¬ 
ing statutory or administrative exemp¬ 
tions and transitional rules. Further¬ 
more. the fact that a transaction is 
subject to an administrative or statu¬ 
tory exemption is not dispositive of 
whether the transaction is in fact a 
prohibited transaction. This document 
does not meet the Treasury Depart¬ 
ment's criteria for “significant regula¬ 
tions". 

Written Comments and Hearing 
Request 

All interested persons are invited to 
submit written comments or request 
for a hearing on the proposed exemp¬ 
tion to the address and within the 
time period set forth above. All com¬ 
ments will be made a part of the 
record. Comments and request for 
hearing should state the reasons for 
the writer’s interest in the pending ex¬ 


emption. Comments received will be 
available for public inspection with 
the application for exemption at the 
addresses set forth above. 

Proposed Exemption 

Based on the facts and representa¬ 
tion set forth in the application, the 
Agencies are considering granting the 
requested exemption under the au¬ 
thority of section 408(a) of the Act 
and section 4975(c)(2) of the Code and 
in accordance with procedures set 
forth in ERISA Procedure 75-1 and 
Rev. Proc. 75-26. If the exemption is 
granted, the restrictions of section 
406(a)(1) and 406 (b)(1) and (b)(2) of 
the Act. and the taxes imposed by sec¬ 
tion 4975 (a) and (b) of the Code, by 
reason of section 4975(cXl) (A) 

through (E) of the Code shall not 
apply to the sale of real property 
known as Site 30 by the Plan to the 
Subsidiary for a total consideration of 
$18,900.00, provided that this amount 
is not less than the fair market value 
of the property. The pending exemp¬ 
tion, if granted, will be subject to the 
express conditions that the material 
facts and representations contained in 
the application are true and complete, 
and that that application accurately 
describes all material terms of the 
transaction to be consummated pursu¬ 
ant to the exemption. 

Signed at Washington, D.C., this 7th 
day of June, 1978. 

Ian D. Lanoff. 

Administrator of Pension and 
Welfare Benefit Programs 
Labor-Management Services 

Administration. 

Fred J. Ochs, 

Director . Employee Plans Divi- 
son y Internal Revenue Service. 

[FR Doc. 78-16264 Filed 6-8-78: 11:46 ami 


[4510-28] 

DEPARTMENT OF LABOR 

Office of the Secretary 

CTA-W-24961 

ALLIED LEATHER CO., WILMINGTON, DEL. 
Negative Determination Regarding Application 
for Reconsideration 

On May 1, 1978, the petitioners re¬ 
quested administrative reconsideration 
of the Department of Labor’s Negative 
Determination Regarding Eligibility to 
Apply for Worker Adjustment Assist¬ 
ance in the case of workers and former 
workers of Allied Leather Co. of Wil¬ 
mington. Del. The determination was 
published in the Federal Register on 
April 7, 1978, (43 FR 14753). 

Pursuant to 29 CFR 90.18(c), recon¬ 
sideration may be granted under the 
following circumstances: 

(1) If it appears, on the basis of facts not 
previously considered, that the determina¬ 
tion complained of was erroneous; 


(2) If it appears that the determination 
complained of was based on a mistake in the 
determination of facts previously consid¬ 
ered; or 

(3) If. in the opinion of the Certifying Of¬ 
ficer, a misinterpretation of facts or of the 
law justifies reconsideration of the decision. 

In their application, the petitioners 
raise one major issue and two ancillary 
ones. The major point made by the pe¬ 
titioners is that increased imports of 
men’s footwear had led to the decline 
in production and sales and separation 
of workers at Allied Leather. The 
second issue raised is that a more de¬ 
tailed review of production at the Wil¬ 
mington facility of Allied Leather will 
indicate that while sales may have in¬ 
creased in 1976 compared to the previ¬ 
ous year in value and volume terms, 
there was a decline in terms of “labor 
expended." The third point made by 
the petitioners is that increased ex¬ 
ports of raw hides represented the 
export of tanning industry workers’ 
jobs from the United States. 

In a May 4 addendum to their appli¬ 
cation, the petitioners point to the 
impact on Allied Leather of the long¬ 
term trend of imports of tanned and 
finished cattle hide imports, especially 
the increase in imports in 1976. 

With respect to the first issue, there 
is a substantial body of legislative his¬ 
tory. administrative precedent, and 
court decision supporting the Depart¬ 
ment’s interpretation that tanned 
leather cannot be considered like or di¬ 
rectly competitive with finished men’s 
footwear. The product produced by Al¬ 
lied’s Wilmington plant was finished 
leather. The like or directly competi¬ 
tive imported article is also finished 
leather not footwear. 

As for the petitioners* point regard¬ 
ing the decline in 1976 of the cost of 
labor per foot of leather soles, the 
Trade Act of 1974 clearly sets forth 
the certification test in section 222 
that “sales or production" of the firm 
or subdivision of the firm in which the 
petitioning workers were employed 
must have declined. Cost of labor per 
unit of sales has no relevance to the 
statutory test of a sales or production 
decline. 

As for the petitioners’ claim that ex¬ 
ports of raw cattle hide led to a direct 
job loss at tanning facilities including 
the Wilmington plant of Allied Leath¬ 
er, again the statutory test in section 
222 of the Trade Act of 1974 is that 
“increase of imports" of articles like or 
directly competftive with those pro¬ 
duced by the petitioning workers’ firm 
or subdivision must have contributed 
importantly to the workers' separa¬ 
tions. Increased exports of raw hides 
cannot be construed as meeting the 
test of increased imports of directly 
competitive articles. 

From 1972 through 1975, imports of 
tanned and finished cattle hides de¬ 
clined each year. Although there was a 
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significant rise in 1976, imports were 
down in the first three quarters of 
1977, compared to the same period in 
1976. In 1976, sales and production at 
the Wilmington plant increased over 
1975. After August 1976, most of the 
output of Wilmington was sent to Al¬ 
lied’s Waterboro plant for further pro¬ 
cessing. Customers of the Waterboro 
plant who were surveyed (in the 
course of an investigation which re¬ 
sulted in the denial of a petition filed 
on behalf of Waterboro workers, TA¬ 
W-2060) did not shift to imported 
patent leather. 

Conclusion 

After careful review of the applica¬ 
tion and the investigative file, I con¬ 
clude that there has been no error or 
misinterpretation of fact or misinter¬ 
pretation of the law which would jus¬ 
tify reconsideration of the Depart¬ 
ment of Labor’s prior decision. The ap¬ 
plication is, therefore, denied. 

Signed at Washington, D.C., this 2nd 
day of June 1978. 

James F. Taylor, 
Director, Office of Management, 
Administration, and Planning. 

CFR Doc. 78-16231 Filed 6-12-78; 8:45 ami 


[4510-28] 

[TA-W-31611 

BAXTER STORES, INC, TRENTON, N.J. 

Certification Regarding Eligibility to Apply for 
Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3161: investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed insection 222 of the Act. 

The investigation was initiated on 
February 21, 1978, in response to a 
worker petition received on February 
6, 1978, which was filed by the Amal¬ 
gamated Clothing and Textile Work¬ 
ers Union on behalf of workers and 
former workers producing men’s and 
boys* tailored clothing at the Trenton, 
N.J. plant of Baxter Stores, Inc. 

The notice of investigation was pub¬ 
lished in the Federal Register on 
March 3. 1978 (43 FR 8864). No public 
hearing was requested and none was 
held. 

All workers at the Trenton, N.J. 
plant w r ere previously certified as eligi¬ 
ble to apply for adjustment assistance. 
The certification expired January 12, 
1978. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Baxter 
Stores. Inc., the U.S. Department of 
Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files. 


In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. The 
investigation revealed that all of the 
criteria have been met. 

United States imports of men’s and 
boys’ tailored suits increased from 
3,106 thousand units, in 1975 to 3,562 
thousands of units in 1976 and in¬ 
creased to 4,091 thousands of units in 
1977. The import to domestic produc¬ 
tion ratio increased in 1975 to 18.3 per¬ 
cent and in 1976 to 20.0 percent. 

Imports of men’s and boys’ dress and 
sport trousers increased from 55,508 
thousands of units in 1975 to 73.209 
thousands of units in 1976 and in¬ 
creased to 76,419 thousands of units in 
1977. The import to domestic produc¬ 
tion ratio increased in 1975 to 34.1 per¬ 
cent and increased to 41.9 percent in 
1976. 

Imports of men’s and boys’ tailored 
dress coats and sportcoats increased 
from 5,465 thousands of units in 1975 
to 6,965 thousands of units in 1976 and 
decreased to 6,269 thousands of units 
in 1977. 

All the retail outlets of Baxter 
Stores. Inc. were closed because of de¬ 
clining sales. The decline in sales was 
related to increasing competition from 
discount stores which were selling im¬ 
ported apparel. 

Baxter Stores. 2939 Freedom Drive, Char¬ 
lotte. N.C. 

Baxter Stores. 721 Kannapolis Highway, 
Concord, N.C. 

Baxter Stores. Union Square, Hickory, N.C. 
Baxter Stores, 3923 Park Ave.. Memphis, 
Tenn. 


Conclusion 

After careful review of the facts ob¬ 
tained in the investigation, I conclude 
that increases of imports of articles 
like or directly competitive with the 
men’s and boys' tailored clothing pro¬ 
duced at Trenton, N.J. facility of 
Baxter Stores contributed importantly 
to the decline in sales of the retail out¬ 
lets and production of the Trenton 
plant and to the separation of workers 
of those facilities. In accordance with 
the provisions of the act, I make the 
following certification: 

All workers at the Trenton, N.J. plant of 
Baxter Stores, Inc. who became totally or 
partially separated from employment on or 
after January 12. 1978 and all workers of 
the retail outlet stores (listed on the at¬ 
tached) who became totally or partially sep¬ 
arated from employment on or after Janu¬ 
ary 31. 1977 are certified as eligible to apply 
for adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C. this 2nd 
day of June 1978. 

James F. Taylor, 
Director, Office of Management, 
Administration, and Planning. 

[FR Doc. 78-16230 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-2812] 

BESSEMER l LAKE ERIE RAILROAD CO., 
ALBION, PA. 

Tfrrmination of Invettigatlon 

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was initi¬ 
ated on December 27, 1977, in response 
to a worker petition received on De¬ 
cember 8. 1977, which was filed on 
behalf of workers and former workers 
engaged in transporting iron ore, coal 
and coke at Bessemer & Lake Erie 
Railroad Co., Albion, Pa. 

Notice of Investigation was pub¬ 
lished in the Federal Register on Jan¬ 
uary 10, 1978 <43 FR 1555). No public 
hearing was requested and none was 
held. 

On November 23, 1977, an investiga¬ 
tion was initiated in response to a 
worker petition which was filed on 
behalf of the same group of workers 
(TA-W-2646). Notice of the Investiga¬ 
tion was published in the Federal 
Register on December 6, 1977 (42 FR 
61695). 

Since the identical group of workers 
is the subject of the ongoing investiga¬ 
tion, TA-W-2646, a new investigation 
would serve no purpose. Consequently, 
the investigation has been terminated. 

Signed at Washington, D.C. this 
24th day of May 1978. 

Harold A Bratt, 
Acting Director, Office of 
Trade Adjustment Assistance. 

[FR Doc. 78-16223 Filed 6-12-78; 8:45 am] 


[4510-28] 

CERTAIN STAINLESS STEEL FLATWARE 
Import Relief Provisions 

On May 8, 1978, the International 
Trade Commission (ITC) determined 
that increased imports of “Certain 
Stainless Steel Flatware” are a sub¬ 
stantial cause of serious injury, or the 
threat thereof, to the domestic indus¬ 
try for purposes of the import relief 
provisions of the Trade Act of 1974 (43 
FR 20873). 

Section 224 of the Trade Act directs 
the Secretary of Labor to initiate on 
industry study whenever the ITC 
begins an investigation under the 
import relief provisions of the Act. 
The purpose of the study is to deter¬ 
mine the number of workers in the do¬ 
mestic Industry petitioning for relief 
who have been or are likely to be certi¬ 
fied as eligible for adjustment assist¬ 
ance and the extent to which existing 
programs can facilitate the adjust¬ 
ment of such workers to import com¬ 
petition. The Secretary is required to 
make a report of this study to the 
President and also make the report 
public (with the exception of informa- 
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tion which the Secretary determines 
to be confidential). 

The Department of Labor has con¬ 
cluded its report on “Certain Stainless 
Steel Flatware”. The report found as 
follows: 

1. Since April 3. 1975, the effective date of 
the adjustment assistance program, the De¬ 
partment of Labor has received six petitions 
for certification of eligibility for adjustment 
assistance from workers engaged in the pro¬ 
duction of stainless steel table flatware. The 
Department certified all six cases. As of 
February 28. 1978, 2,633 workers employed 
in plants producing stainless steel table flat- 
ware had received $2,686,966 in the form of 
trade readjustment allowances. 

2. Employment of workers producing 
stainless steel table flatware declined in 
1976 and 1977. Additional reductions in em¬ 
ployment in the industry seem likely during 
the current year as smaller firms in the in¬ 
dustry seem likely during the current year 
as smaller firms in the industry with un¬ 
profitable stainless steel table flatware lines 
continue to reduce employment. Most sepa¬ 
rated workers should be eligible for trade 
adjustment assistance. 

3. Unemployment rates in 8 of the 11 
areas with stainless steel table flat ward 
plants are above the national unemploy¬ 
ment rate of 7.0 percent (unadjusted) for 
January 1978. High local unemployment 
rates and unfavorable local labor market 
conditions for many of the areas indicates 
reemployment prospects for many of the 
workers in impacted areas are unfavorable. 

4. The age distribution for workers in the 
stainless steel table flatware industry indi¬ 
cates that workers are generally older than 
clients targeted by CETA sponsors for im¬ 
pacted areas. Although the Comprehensive 
Employment and Training Act (CETA) and 
other Employment Training Administration 
programs appear to have sufficient funding 
and slots for displaced workers, the charac¬ 
teristics of the workers and the relatively 
high unemployment rates in their localities 
may limit the applicability of available pro¬ 
grams to meet their training needs. 

Copies of the Department report 
containing nonconfidential informa¬ 
tion developed in the course of the 6- 
month investigation may be purchased 
by contacting the Office of Trade Ad¬ 
justment Assistance, U.S. Department 
of Labor, 200 Constitution Avenue 
NW., Washington, D.C. 20210, phone 
202-523-7665. 

Signed at Washington. D.C., this 5th 
day of June 1978. 

Herbert N. Blackman, 
Associate Deputy Under 
Secretary , International Affair. 

[FR Doc. 78-16233 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-3006] 

CLARENCE A. HACKETT, INC., LACKAWANNA, 
N.Y. 

Negative Determination Regarding eligibility 
To apply for Worker Adjustment Assistance 

In accordance w r ith section 223 of 
the Trade Act of 1974. the Depart¬ 


ment of Labor herein presents the re¬ 
sults of TA-W-3006: Investigation re¬ 
garding certification of eligibility to 
apply for worker adjustment assist¬ 
ance as prescribed in section 222 of the 
Act. 

The investigation was initiated on 
February 2, 1978, in response to a 
worker petition received on January 
16, 1978, which was filed by the United 
Steelworkers of America on behalf of 
workers and former workers of Cla¬ 
rence A. Hackett, Inc., at Bethlehem 
Steel Corp.’s Lackawanna, N.Y., plant. 

The notice £>f investigation was pub¬ 
lished in the Federal Register on 
February 17. 1978 (43 FR 7066). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Clarence 
A. Hackett, Inc., and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility 
requirements of section 222 of the Act 
must be met. The Department of 
Labor has determined that services are 
not “articles” within the meaning of 
section 222 of the Act. 

Without regard to whether any of 
the other criteria have been met, the 
following criterion has not been met: 

that increased imports of articles like or di¬ 
rectly competitive with those produced by 
the firm or subdivision contributed impor¬ 
tantly to the worker separations, or threat 
thereof, and to the decrease in sales or pro¬ 
duction. 

Clarence A. Hackett. Inc. employees 
at Lackawanna are under contract 
with Bethlehem Steel Corp.’s Lacka¬ 
wanna plant. Hackett. Inc., removes 
from the furnace area the spillage 
(slag) produced in the steelmaking 
process. The slag is hauled by Hackett. 
Inc., truckdrivers to a worksite pro¬ 
vided by the mill, where it is dumped 
and allowed to cool. The slag is pro¬ 
cessed and scrap metal is reclaimed. 
The scrap metal is returned to the fur¬ 
nace and recycled into steel. The slag 
and scrap metal are owned by Bethle¬ 
hem Steel Corp. 

Clarence A. Hackett, Inc., is involved 
in the production of scrap metal of 
which imports are negligible. Hackett, 
Inc., is under contract to Bethlehem 
Steel’s Lackawanna plant fo this spe¬ 
cialized production of scrap metal. 
When the Lackawanna plant reduced 
its output of steel production the need 
for production of scrap metal declined 
accordingly. The reduction of scrap 
metal production was caused by de¬ 
creased production of steel at Bethle¬ 
hem’s Lackawanna plant. 

Conclusion 

After careful review of the issues. I 
conclude that increases of imports like 
or directly competitive with the steel 


scrap produced by Clarence A. Hack¬ 
ett. Inc., located in Lackawanna. N.Y. 
did not contribute importantly to the 
decline in sales or production or to the 
total or partial separation of workers 
of the firm and that the workers 
should therefore be denied eligibility 
to apply for adjustment assistance. 

Signed at Washington. D.C.. this 2d 
day of June 1978. 

Harry J. Gilman, 
Acting Director Office of 
Foreign Economic Research. 
fFR Doc. 78-16224 Filed 6-12-78: 8:45 am) 


[4510-28] 

[TA-W-29981 

CONSOLIDATED RAIL CORP., PITTSBURGH- 

MONONGAHELA DIVISION, PITTSBURGH, 

PA. 

Negative Determination Regarding Eligibility 

To Apply for Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974, the Depart¬ 
ment of Labor herein presents the re¬ 
sults of TA-W-2998: Investigation re¬ 
garding certification of eligibility to 
apply for worker adjustment assist¬ 
ance as prescribed in section 222 of the 
Act. 

The investigation was initiated on 
January 31, 1978, in response to a 
worker petition received on January 
12. 1978. which was filed on behalf of 
workers and former workers maintain¬ 
ing and providing railway transport 
services in the Pittsburgh-Mononga- 
hela Division of Consolidated Rail 
Corp. in Pittsburgh. Pa. 

The notice of investigation was pub¬ 
lished in the Federal Register on 
February 17, 1978 (43 FR 7067). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from Consolidated Rail 
Corp. and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility 
requirements of section 222 of the Act 
must be met. The Department has de¬ 
termined that services are not “arti¬ 
cles” within the meaning of section 
222 of the Act, and that independent 
firms for which the subject firm pro¬ 
vides services cannot be considered to 
be the “workers’ firm.” 

The Department’s investigation re¬ 
vealed that the Consolidated Rail 
Corp. (ConRail) is a railway transport 
firm which was founded n 1976 when 
six Northeast railroads were merged 
under the Regional Rail Reorganiza¬ 
tion Act of 1973. The firm operates in 
16 States and has no parent company. 
ConRail is licensed as a common carri¬ 
er. 
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The petitioning group of workers 
work in the Pittsburgh-Monongahela 
Division in the Central Region of Con¬ 
solidated Rail Corp. This division, like 
other divisions of the firm, transports 
passengers and a variety of products, 
especially steel-related items. Workers 
at the Pittsburgh-Monongahela Divi¬ 
sion of ConRail transport freight and 
passengers and do not produce an arti¬ 
cle within the meaning of section 222 
(3) of the Act. * 

Consolidated Rail Corp. and its cus¬ 
tomers have no controlling interest in 
each other. The workers on whose 
behalf this petition was filed were 
hired and are paid by and subject to 
the control of Consolidated Rail Corp. 
personnel only. All employment bene¬ 
fits are provided and maintained by 
Consolidated Rail Corp. Thus, Consoli¬ 
dated Rail must be considered the 
workers’ firm. 

Conclusion 

After careful review I conclude that 
all workers at the Pittsburgh-Monon¬ 
gahela Division of Consolidated Rail 
Corp. in Pittsburgh. Pa., are denied 
eligibility to apply for adjustment as¬ 
sistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C., this 2d 
day of June 1978. 

Harry J. Gilman, 
Acting Director , Office of 
Foreign Economic Research. 

IFR Doc. 78-16221 Filed 6-12-78; 8:45 anil 


[4510-28] 

[TA-W-3072] 

CYCLOPS INC, EMPIRE DETROIT DIVISION 
DOVER, OHIO 

Negative Determination Regarding Eligibility 
To Apply for Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3072: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the act. 

The investigation was initiated on 
February 7. 1978 in response to a 
worker petition received on January 
10, 1978 which was filed by the United 
Steel Workers of America on behalf of 
workers and former workers product¬ 
ing all steel products at the Dover, 
Ohio plant of Cyclops, Inc.-Empire De¬ 
troit Division. Subsequent investiga¬ 
tion revealed that the plant produces 
galvanized sheets and coils and fabri¬ 
cated galvanized products. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on 
February 24, 1978 (43 FR 7744). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 


principally from officials of Cyclops 
Inc., its customers, the U.S. Depart¬ 
ment of Commerce, the U.S. Interna¬ 
tional Trade Commission, industry an¬ 
alysts, and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility 
requirements of section 222 of the 
Trade Act of 1974 must be met. With¬ 
out regard to whether any of the 
other criteria have been met, the fol¬ 
lowing criterion has not been met: 

that increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, 
or threats thereof, and to the absolute de¬ 
cline in sales or production. 

The Department conducted a survey 
of some of the customers of the Dover, 
Ohio plant of Cyclops. Among the cus¬ 
tomers responding to the survey, most 
did not purchase any imported galva¬ 
nized sheets, coils or fabricated galva¬ 
nized products In 1976 or 1977. 

Conclusion 

After careful review I conclude that 
all workers at the Dover, Ohio plant of 
Cyclops Inc.-Empire Detroit Division 
are denied eligibility to apply for ad¬ 
justment assistance under title II. 
chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C. this 2nd 
day of June 1978. 

James F. Taylor, 
Director , Office of Management, 
Administration, and Planning. 

[FR Doc. 78-16228 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-3130] 

DAVID KARP, INC, PHILADELPHIA. PA. 

Termination of Investigation 

Pursuant to section 221 of the Trade 
Act of 1974, an Investigation was initi¬ 
ated on February 15, 1973 in response 
to a worker petition received on Feb¬ 
ruary 2, 1978, which was filed on 
behalf of workers and former workers 
engaged in employment related to the 
distribution of industrial sewing 
threads at the Philadelphia, Pa. plant 
of David Karp. Inc. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on 
February 28. 1978 (43 FR 8209). No 
public hearing was requested and none 
was held. 

During the course of the investiga¬ 
tion it was established that all workers 
of David Karp, Inc., Philadelphia, Pa. 
were permanently laid off in the 
spring of 1975. Section 223(b)(1) of the 
Trade Act of 1974 stated that a certifi¬ 
cation of eligibility shall not apply to 
any worker whose last total or partial 


separation from the firm or an appro¬ 
priate subdivision of the firm occurred 
more than tw r elve months before the 
date of the petition. 

All workers at the Philadelphia, Pa. 
plant were separated more than twelve 
months prior to the signature date of 
the petition which is January 26, 1978 
and therefore not eligible for program 
benefits under title II. chapter 2, sub¬ 
chapter B of the Trade Act of 1974. 

Signed at Washington, D.C. this 1st 
day of June 1978. 

Marvin M. Fooks. 

Director, Office of 
Trade Adjustment Assistance. 

[FR Doc. 78-16218 Filed 6-12-78; 8:45 ami 


[4510-28] 

[TA-W-3275] 

DIANE HANDBAGS, INC NEWBURGH, N.Y. 

Negative Determination Regarding Eligibility 
To Apply for Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3275: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 22 of the act. 

The investigation was initiated on 
March 1. 1978 in response to a worker 
petition received on February 21. 1978 
which was filed by the International 
Leather Goods. Plastic, and Novelty 
Workers Union on behalf of workers 
and former workers producing ladies’ 
vinyl handbags at Diane Handbags. 
Inc., Newburgh, N.Y. 

The Notice of Investigation w f as pub¬ 
lished in the Federal Register on 
March 14, 1978 (43 FR 10649). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Diane 
Handbags, Inc., its customers, the U.S. 
Department of Commerce, the U.S. In¬ 
ternational Trade Commission, indus¬ 
try analysts and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance. each of the group eligibility 
requirements of Section 222 of the Act 
must be met. Without regard to 
whether any of the other criteria have 
been met. the following criterion has 
not been met: 

that sales or production, or both, of the 
firm or subdivision have decreased absolute¬ 
ly. 

Diane Handbags produces on a con¬ 
tract basis exclusively for one manu¬ 
facturer. The value of contract work 
at Diane Handbags increased in each 
quarter of 1977 compared to the previ¬ 
ous quarter and increased in every 
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quarter of 1977 compared with the like 
period of 1976. 

Conclusion 

After careful review of the facts ob¬ 
tained in the investigation. I deter¬ 
mine that workers of Diane Handbags, 
Inc., Newburgh, N.Y. are denied eligi¬ 
bility to apply for adjustment assist¬ 
ance under title II, chapter 2 of the 
Trade Act of 1974. 

Signed at Washington. D.C. this 2nd 
day of June 1978. 

Harry J. Gilman. 

Acting Director, Office of 
Foreign Economic Research. 

[FR Doc. 78-16225 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-2942] 

DORADO FABRICS, INC, PHILADELPHIA, PA. 

Negative Determination Regarding Eligibility 

To Apply for Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-2942: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the act. 

The investigation was initiated on 
January 23, 1978 in response to a 
worker petition received on January 3, 
1978. which was filed on behalf of 
workers and former workers producing 
double-knit fabric at Dorado Fabrics, 
Inc., Philadelphia, Pa. 

The notice of investigation was pub¬ 
lished in the Federal Register on 
February 3. 1978 (43 FR 4697). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Dorado 
Fabrics. Inc., its customers, the U.S. 
Department of Commerce, the U.S. In¬ 
ternational Trade Commission, indus¬ 
try analysts and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance. each of the group eligibility 
requirements of section 222 of the act 
must be met. Without regard to 
whether any of the other criteria have 
been met, the following criterion has 
not been met. 

that increases of imports of articles like or 
directly competitive with articles produced 
by the firm or subdivision have contributed 
importantly to the separations, or threat 
thereof, and to the absolute decline in sales 
or production. 

Evidence developed during the 
course of the investigation revealed 
that the impact of imports of circular 
knit fabric, which include double-knit 
fabric and single/knit fabric, has been 


negligible and declining. Imports of 
circular knit fabric declined absolutely 
and relative to domestic production in 
1976 compared to 1975 and further de¬ 
clined in the first nine months of 1977 
compared to the same period of 1976. 
Imports during this period represent¬ 
ed less than one percent of domestic 
production. Imports of colored and 
bleached man-made knit fabric also 
represented less than one percent of 
domestic production and followed the 
same pattern as imports of circular 
knit fabrics. 

A survey of customers of Dorado 
Fabric’s converter revealed that re¬ 
spondents did not puchase imported 
double knit fabric. 

Conclusion 

After careful review I conclude that 
all workers of Dorado Fabrics, Inc., 
Philadelphia, Pa. are denied eligibility 
to apply for adjustment assistance 
under title II, chapter 2 of the Trade 
Act of 1974. 

Signed at Washington. D.C., this 2nd 
day of June 1978. 

Harry J. Gilman, 
Acting Director , Office of 
Foreign Economic Research. 

[FR Doc. 78-16220 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-2999] 

HYDRIL CO., YOUNGSTOWN, OHIO 

Negative Determination Regarding Eligibility 

To Apply for Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974, the Depart¬ 
ment of Labor herein presents the re¬ 
sults of TA-W-2999: Investigation re¬ 
garding certification of eligibility to 
apply for worker adjustment assist¬ 
ance as prescribed in section 222 of the 
act. 

The investigation was initiated on 
January 31, 1978, in response to a 
worker petition received on January 
12. 1978, which was filed on behalf of 
workers and former workers threading 
pipes and tubes at the Youngstown. 
Ohio facility of the Hydril Co. 

The notice of investigation was pub¬ 
lished in the Federal Register on 
February 17. 1978 (43 FR 7076). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from the Hydril Co., indus¬ 
try analysts, and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance. each of the group eligibility 
requirements of section 222 of the act 
must be met. The Department has de¬ 
termined that services are not “arti¬ 
cles” within the meaning of section 


222 of the act and that independent 
firms for which the subject firm pro¬ 
vides services cannot be considered to 
be the “workers' firm.” 

The Hydril Co. was founded in 1935 
in the State of Delaware. This compa¬ 
ny has no parent firm and it provides 
pipe threading services to the steel in¬ 
dustry. The Hydril Co. has facilities in 
Youngstown, Ohio, Rochester, Pa., 
Harvey, La., and Houston, Tex. Corpo¬ 
rate headquarters are located in Los 
Angeles, Calif. 

The Youngstown facility com¬ 
menced operations in July of 1936, and 
leases space within the Youngstown 
plant of Youngstown Sheet & Tube 
Co. Equipment includes 12 machines, 
modified Wamer-Swazey 3A and 4A 
milling machines. 

The Youngstown facility of the 
Hydril Co. cuts its own designed 
thread solely onto pipes and casings 
that are owned by the Youngstown 
Sheet & Tube Co. These seamless 
pipes and casings are used in oil drill¬ 
ing. 

The Youngtown, Ohio facility of the 
Hydril Co. does not produce an article 
within the the meaning of section 
222(3) of the act. 

Youngstown Sheet & Tube Co. and 
the Hydril Co. do not have a control¬ 
ling interest in each other. 

All workers who thread pipes and 
casings at the Youngstown, Ohio fa¬ 
cility of the Hydril Co. are employed 
by the Hydril Co. All personnel action 
and payroll transactions are controlled 
by the Hydril Co. Workers are not at 
any time under employment or super¬ 
vision of the Youngstown Sheet & 
Tube Co. Thus, Hydril Co. must be 
considered the workers firm. 

Conclusion 

After careful review I conclude that 
all workers at the Youngstown, Ohio 
facility of the Hydril Co. are denied 
eligibility to apply for adjustment as¬ 
sistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C., this 2d 
day of June 1978. 

Harry J. Gilman, 
Acting Director, Office of 
Foreign Economic Research. 

[FR Doc. 78-16222 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-3009] 

INTERNATIONAL SHOE CO., ST. CLAIR, MO. 

A Certification Regarding Eligility To Apply for 
Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3009: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the act. 
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The investigation was initiated on 
February 2. 1978, in response to a 
worker petition received on January 
19, 1978, which was filed by the United 
Shoe Workers of America on behalf of 
workers and former workers producing 
shoe component parts at the St. Clair. 
Mo. plant of the International Shoe 
Co. 

The notice of investigation was pub¬ 
lished in the Federal Register on 
February 17. 1978 (43 FR 7066). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of the Inter¬ 
national Shoe Co., its customers, the 
Department of Commerce, the U.S. In¬ 
ternational Trade Commission, indus¬ 
try analysts, and Department files. 

On February 24, 1976, the Depart¬ 
ment issued a notice of certification 
regarding eligibility of all workers at 
the St. Clair, Mo. plant (TA-W-350). 
The impact date was November 13, 
1974. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met. 

Imports of women's nonrubber foot¬ 
wear. except athletic, declined, in ab¬ 
solute terms, from 1973 to 1974, in¬ 
creased from 1974 to 1975, and in¬ 
creased from 1975 to 1976. Imports de¬ 
creased 6.5 percent from 1976 to 1977. 
The ratios of imports to domestic pro¬ 
duction and consumption increased 
from 117.9 percent and 54.1 percent, 
respectively,* in 1976 to 122.8 percent 
and 55.1 percent, respectively, in 1977. 

Imports of men's dress and casual 
footwear decreased, in absolute terms, 
from 1973 to 1974, increased from 1974 
to 1975, and increased from 1975 to 
1976. Imports decreased 3 percent 
from 1976 to 1977. The ratios of Im¬ 
ports to domestic production and con¬ 
sumption declined from 70.4 percent 
and 41.3 percent, respectively, in 1976 
to 71.7 percent and 41.8 percent, re¬ 
spectively, in 1977. 

The U.S. International Trade Com¬ 
mission recently found that certain 
footwear articles, including men's and 
women's shoes, are being imported 
into the United States in such in¬ 
creased quantities as to be a substan¬ 
tial cause of serious injury to the do¬ 
mestic industry producing such arti¬ 
cles. The Commission had considered 


factors other than imports that have 
been alleged as more important causes 
of injury, but concluded that, al¬ 
though such factors may have contrib¬ 
uted in part, imports have been the 
most important cause of injury. 

In the case of women's nonrubber 
footwear, the ratio of imports to do¬ 
mestic production has been greater 
than 100 percent in each of the past 5 
years, reaching a peak level of 122.8 
percent in 1977. Similarly, the ratio of 
import of men's dress and casual foot¬ 
wear to domestic production has been 
greater than 50 percent in each of the 
past 5 years, reaching a peak level of 
71.7 percent in 1977. 

International Shoe imported 
women's shoes throughout 1977, and 
retail customers of the company shift¬ 
ed to imports from 1976 to 1977. 

Production of component parts at 
the St. Clair plant is part of Interna¬ 
tional’s Integrated shoe production 
process. 

The greater percentage of St. Clair’s 
production is for women's shoes. Total 
production of women’s shoes by Inter¬ 
national and production at the St. 
Clair plant, declined from 1976 to 1977 
and in the first quarter of 1978 com¬ 
pared to the same period of 1977. Em¬ 
ployment at the St. Clair plant de¬ 
clined during the same period of com¬ 
parison. 

Conclusion 

After careful review of the facts ob¬ 
tained in the investigation, I conclude 
that increases of imports like or direct¬ 
ly competitive with women's shoes 
produced at the International Shoe 
Co. contributed Importantly to the de¬ 
cline in shoe component production 
and to the total or partial separation 
of workers at the St. Clair, Mo. plant 
of that firm. In accordance with the 
provisions of the act. I make the fol¬ 
lowing certification: 

AH workers at the St. Clair. Mo. plant of 
the International Shoe Co., who became to¬ 
tally or partially separated from employ¬ 
ment on or after February 24. 1978. are eli¬ 
gible to apply for adjustment assistance 
under Title II. Chapter 2 of the Trade Act 
of 1974. 

Signed at Washington, D.C., this 2d 
day of June 1978. 

James T. Taylor. 

Director , Office of Management, 
Administration, and Planning . 

[FR Doc. 78-16227 Filed 6-12-78: 8:45 ami 


[45)0-28] 

Office of the Secretary 

INVESTIGATIONS REGARDING 

CERTIFICATIONS OF ELIGIBILITY TO APPLY 

FOR WORKER ADJUSTMENT ASSISTANCE 

Petitions have been filed with the 
Secretary of Labor under Section 
221(a) of the Trade Act of 1974 ("the 
Act'*) and are identified in the Appen¬ 
dix to this notice. Upon receipt of 
these petitions, the Director of the 
Office of Trade Adjustment Assist¬ 
ance, Bureau of International Labor 
Affairs, has instituted investigations 
pursuant to Section 221(a) of the Act 
and 29 CFR 90.12. 

The purpose of each of the investi¬ 
gations is to determine whether abso¬ 
lute or relative increases of Imports of 
articles like or directly competitive 
with articles produced by the workers' 
firm or an appropriate subdivision 
thereof have contributed importantly 
to an absolute decline In sales or pro¬ 
duction, or both, of such firm or subdi¬ 
vision and to the actual or threatened 
total or partial separation of a signifi¬ 
cant number or proportion of the 
workers of such firm or subdivision. 

Petitioners meeting these eligibility 
requirements will be certified as eligi¬ 
ble to apply for adjustment assistance 
under Title II, Chapter 2, of the Act in 
accordance with the provisions of Sub- 
part B of 29 CFR Part 90. The investi¬ 
gations will further relate, as appro¬ 
priate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioners or any other persons showing a 
substantial interest in the subject 
matter of the investigations may re¬ 
quest a public hearing, provided such 
request is filed in writing with the Di¬ 
rector, Office of Trade Adjustment As¬ 
sistance, at the address showm below, 
not later than June 19, 1978. 

Interested persons are invited to 
submit written comments regarding 
the subject matter of the investiga¬ 
tions to the Director, Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than June 19, 
1978. 

The petitions filed in this case are 
available for inspection at the Office 
of the Director, Office of Trade Ad¬ 
justment Assistance. Bureau of Inter¬ 
national Labor Affairs, U.S. Depart¬ 
ment of Labor, 200 Constitution 
Avenue NW.. Washington, D.C. 20210. 

Signed at Washington. D.C., this 
18th day of May 1978. 

Marvin M. Fooks, 
Director , Office of, 
Trade Adjustment Assistance. 
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Petitioner Unlon/workers or former workers of— Location Date received Date of Petition No. Articles produced 

petition 


Aeroquip Corp. (URWA) 


.. Youngstown. Ohio 


Angie Clothing Co.. Inc. (ILGWU)_ Newburgh. N Y_ 

Apex Glove Co. (ACTWU)_Milwaukee. Wls_ 


E Plus E, Inc. (ILGWU)___ Los Angeles, Calif. 

Bumh&m-Edina Manufacturing Co. (ACTWU)_Edina. Mo__ 

Frederick H. Burnham Co. (ACTWU)...___ Michigan City. Ind....... 

Bethlehem Steel Corp., Bethlehem plant, alloy Bethlehem, Pa_ 

and tool steel department (workers). 

Bethlehem Steel Corp., Bethlehem plant, forge dl- .do____ 

vision (workers). 

Bethlehem Steel Corp., Bethlehem plant, foundry .do___ 

division (workers). 

Dan Deb Manufacturing Co., Inc. (ACTWU)_ Auburn. Nebr__ 

GAP Photo Service (workers)____ Philadelphia. Pa_ 

Jasper Brassiere Co. (workers)..... Jasper. Ala__ 

The Jay Garment Co. (ACTWU)--Brookville. Ind_ 

Levi-Ottenheimer (workers)...______ Baltimore. Md_ 


Levi Strauss & Co. (ACTWU)........ Valdosta, Ga 

Phelps Dodge Mercantile Co. (workers)...Ajo. Artz.... 


Ro Tarr Fashions. Inc. (ILGWU). 


Newburgh. N.Y 


May 11. 1978 

Apr. 28. 1978 
May 15. 1978 

Apr. 10. 1978 
May 15. 1978 

_do- 

Apr. 17. 1978 


May 8. 1978 TA-W-3.723_ 

Apr. 24. 1978 TA-W-3.724_ 

Apr. 28. 1978 TA-W-3.725_ 

Apr. 6. 1978 TA-W-3.728_ 

Apr. 28. 1978 TA-W-3.727_ 

_do_TA-W-3.728..... 

Apr. 12, 1978 TA-W-3.729..... 


Wire braided hydraulic hose, 
freon hoee. spiral hose, fuel 
and oil hose, loom hose, flex 
mandrel hose. 

Ladies' winter and spring 
coats. 

Men's work gloves (construc¬ 
tion, firemen, and forest 
rangers). 

Ladies' better dresses. 

Gloves and mittens, construe* 
lion work and dress. 

Work gloves. 

Tool steel and alloy steel. 


.do 


..do__ 


May 15. 1978 
May 11. 1978 

May 16. 1978 
Jan. 31. 1978 
May 11, 1978 


May 15. 1978 
May 2, 1978 


Apr. 28. 1978 


—do_ TA-W-3,730 

_do_TA-W-3,731 

May 11. 1978 TA-W-3.732_ 

May 3. 1978 TA-W-3.733_ 

May 9. 1978 TA-W 3.734 ..... 

Jan. 10. 1978 TA-W-3.735_ 

May 10. 1978 TA-W-3,736_ 


Apr. 20. 1978 TA-W-3.737 
Apr. 24. 1978 TA-W-3.738 


_do_ TA-W-3,739 


Machine tools, heavy and light 
forgings, and drop forgings. 

Brass and iron and steel 
foundry products. 

Children's wear. 

Photo finishing and film pro¬ 
cessing. 

Brassieres and girdles. 

Men's Jeans and work pants. 

Ladies’ Jumpsuits, blouses, 
shorts, slacks and boys* 
sportswear (mainly slacks). 

Jeans. 

Selling of general merchandise 
to the employees of the 
copper mines tn Ajo. Aria. 

Wool coats and raincoats for 


Rockland Weaving (workers)____Baltimore. Md... 

Weld, Inc. (ACTWU)_______ Ruritan, N-J___ 


May 18. 1978 
May 15.1978 


May 11, 1978 TA-W-3.740_ 

-do_TA-W-3.741 _ 


women. 

Greige goods and some syn¬ 
thetic cotton. 

Boys* and men's outerwear. 


[4510-28] 

[TA-W-3088] 

L J. O’NEILL SHOE CO.. ST. LOUIS. MO. 

Carlifuotion Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974 the Department 
of Labor herein presents the results of 
TA-W-3088: Investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed In section 222 of the act. 

The investigation was initiated on 
February 7, 1978. in response to a 
worker petition received on January 
26. 1978, which was filed on behalf of 
workers and former workers engaged 
in warehousing women's shoes, for the 
Florsheim Shoe Co., at the L. J. 
O'Neill Shoe Co., St. Louis, Mo. 

The notice of investigation was pub¬ 
lished in the Federal Register on 
February 24, 1978 (43. FR 7744). No 
public hearing was requested and none 
was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of the Flor¬ 
sheim Shoe Co., the U.S. Department 
of Commerce, the U.S. International 
Trade Commission, industry analysts, 
and Department files. 

(On September 15, 1975, the Depart¬ 
ment issued a notice of certification 
regarding all workers engaged in em¬ 
ployment related to the production of 
women’s shoes at the L. J. O'Neill 
Shoe Co, St. Louis. Mo.-TA-W-91.) 


[FR Doc. 78-15893 Filed 6-12-78; 8:45 am] 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility 
requirements of section 222 of the act 
must be met. It is concluded that all of 
the requirements have been met 

Imports of women’s nonrubber foot¬ 
wear, except athletic decreased 6.5 
percent in absolute terms, from 1976 
to 1977. The ratios of imports to do¬ 
mestic production and consumption in¬ 
creased from 117.9 percent and 54.1 
percent, respectively, in 1976, to 122.8 
percent and 55.1 percent, respectively, 
in 1977. 

The U.S. International Trade Com¬ 
mission recently found that certain 
footwear articles, including women's 
shoes, are being imported into the 
United States in such Increased quan¬ 
tities as to be a substantial cause of se¬ 
rious Injury to the domestic industry 
producing such articles. The Commis¬ 
sion had considered factors other than 
imports that have been alleged as 
more Important causes of Injury, but 
concluded that, although such factors 
may have contributed in part, imports 
have been the most important cause of 
injury. 

In the case of women’s nonrubber 
footwear, the ratio of imports to do¬ 
mestic production has been greater 
than 100 percent in each of the past 5 
years, reaching a peak level of 122.8 
percent in 1977. 


The L. J. O’Neill Co., a Florsheim 
subsidiary, serves as a warehouse ex¬ 
clusively for women's shoes produced 
by Florsheim. L. J. O’Neill is therefore 
part of FIorshelm’s integrated produc¬ 
tion operation for women’s shoes. In 
February 1978, Florsheim formally 
discontinued all manufacturing and 
wholesale distribution of women's 
shoes, thereby eliminating the need 
for the L. J. O'Neill warehouse. 

Conclusion 

After careful review of the facts ob¬ 
tained in the investigation, I conclude 
that increases of imports like or direct¬ 
ly competitive with women’s shoes 
produced at the Florsheim Shoe Co. 
contributed importantly to the total 
or partial separation of workers at the 
L. J. O'Neill Shoe Co., St. Louis. Mo. 
In accordance with the provisions of 
the act, I make the following certifica¬ 
tion: 

All workers at the L. J. O’Neill Shoe Co.. 
St. Louis. Mo., who became totally or par¬ 
tially separated from employment on or 
after September 15. 1977, are eligible to 
apply for adjustment assistance under Title 
II, Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C., this 2d 
day of June 1978. 

James F. Tayxor, 
Director\ Office of Management, 
Administration , and Planning. 

[FR Doc. 78-16229 Filed 6-12-78: 8:45 ami 
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[4510-28] 

[TA-W-2324] 

LIBERTY BELLE FISHING CORP., 
PROVINCETOWN, MASS. 

Certification Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with section 223 of 
the Trade Act of 1974, the Depart¬ 
ment of Labor herein presents the re¬ 
sults of TA-W-2324: Investigation re¬ 
garding certification of eligibility to 
apply for worker adjustment assist¬ 
ance as prescribed in section 222 of the 
Act. 

The investigation was initiated on 
September 8. 1977, in response to a 
worker petition received on that date 
which was filed on behalf of workers 
and former workers engaged in the 
catching and landing of various types 
of commercial fish at Liberty Belle 
Pishing Corp. of Pro vince to w*n, Mass. 
The investigation revealed that Liber¬ 
ty Belle Pishing Corp. owns and oper¬ 
ates the fishing vessel P/V Liberty 
Belle which is engaged in the catching 
and landing of ground and flatfish. 

The notice of investigation was pub¬ 
lished in the Federal Register on Oc¬ 
tober 4, 1977 (42 FR 54031). No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of the Liber¬ 
ty Belle Fishing Corp. and its custom¬ 
ers, the U.S. Department of Com¬ 
merce, the U.S. International Trade 
Commission, the National Marine 
Fisheries Service, industry analysts, 
and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance. each of the group eligibility 
requirements of section 222 of the Act 
must be met. It is concluded that all of 
the requirements have been met. 

During the 1973 to 1976 period the 
average annual level of imports of 
fresh and frozen groundfish and flat¬ 
fish: whole; blocks and slabs; and fil¬ 
lets was 654,706 thousand pounds. Im¬ 
ports in 1977 were 696,261 thousand 
pounds. Imports as a percentage of 
production increased from 173.4 per¬ 
cent in 1975 to 197.8 percent in 1976 
and declined to 187.8 percent in 1977. 

Cod represented the largest percent¬ 
age of total Provincetown landings in 
1977. Imports of fresh and frozen cod 
increased from 256,962 thousand 
pounds in 1975 to 331,044 thousand 
pounds in 1977. Imports as a percent¬ 
age of production increased from 379.4 
percent in 1975 to 446.5 percent in 
1976 and increased to 463.9 percent in 
1977. 

Imports of edible fish products from 
Canada increased from 438,206 thou¬ 
sand pounds in 1975 to 474.015 thou¬ 
sand pounds in 1976 to 478.470 thou¬ 
sand pounds in 1977. 


A survey of fish wholesalers served 
by the Provincetown area indicated 
that many had decreased purchases of 
fish from Provincetown. A number of 
these wholesalers purchased imported 
Canadian ground and flatfish either 
directly or indirectly in 1977. 

The wholesalers also indicated that 
decreasing purchases from Province- 
town were in large measure due to the 
increased purchases of fresh and 
frozen Canadian fish by their custom¬ 
ers—fishmarkets. supermarkets, and 
restaurants. The Department’s investi¬ 
gation revealed that many fish distrib¬ 
utors and wholesalers use the imports 
of Canadian ground and flatfish as le¬ 
verage in bidding down the exvessel 
prices paid to domestic fishermen for 
the same species of ground and flat¬ 
fish. 

Conclusions 

After careful review of the facts ob¬ 
tained in the investigation, it is con¬ 
cluded that increases of imports like 
or directly competitive with the 
ground and flatfish caught and landed 
by the F/V Liberty Belle owned by 
Liberty Belle Fishing Corp. of Provin¬ 
cetown, Mass., contributed important¬ 
ly to the decrease in production and to 
the separation of workers from that 
firm. In accordance with the provi¬ 
sions of the Act, I make the following 
certification: 

All workers of Liberty Belle Pishing Corp. 
of Provincetown. Mass., who became totally 
or partially separated from employment on 
or after August 27, 1976, are eligible to 
apply for adjustment assistance under Title 
II. Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C., this 2d 
day of June 1978. 

James F. Taylor, 
Director, Office of Management, 
Administration, and Planning. 

[FR Doc. 78-16232 Piled 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-2849] 

UNION RAILROAD CO., EAST PITTSBURGH, PA. 

Termination of Investigation 

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was initi¬ 
ated on January 4, 1978, in response to 
a worker petition received on Decem¬ 
ber 14. 1977, which was filed by the 
Brotherhood of Locomotive Engineers 
on behalf of workers and former work¬ 
ers engaged in transporting of raw ma¬ 
terials into the United States Corp. 
plants, interplant moves, and finished 
products from the plants to inter¬ 
change points at Union Railroad Co., 
East Pittsburgh, Pa. 

Notice of investigation was pub¬ 
lished in the Federal Register on Jan¬ 
uary 27. 1978 (43 FR 3777). No public 
hearing was requested and none was 
held. 


On November 14, 1977, an investiga¬ 
tion was initiated in response to a 
worker petition which was filed on 
behalf of the same group of workers 
(TA-W-2605). Notice of the investiga¬ 
tion was published in the Federal 
Register on December 16, 1977 (42 FR 
63484). 

Since the identical group of workers 
is the subject of the ongoing investiga¬ 
tion, TA-W-2605, a new investigation 
would serve no purpose. Consequently, 
the investigation has been terminated. 

Signed at Washington, D.C., this 
26th day of May 1978. 

Marvin M. Fooks, 
Director, Office of 
Trade Adjustment Assistance. 

[FR Doc. 78-16226 Filed 6-12-78; 8:45 am] 


[4510-28] 

[TA-W-2328 through 2332] 

WEAN UNITED, INC, VANDERGRIFT, PA., ET 
AL 

Negative Determination* on Reconsideration 

On March 16, 1978, the Department 
made an affirmative determination re¬ 
garding application for reconsider¬ 
ation for workers and former workers 
of Wean United, Inc., Vandergrift, Pa. 
(TA-W-2328). Youngstown. Ohio. 
Henricks Road (TA-W-2329), Youngs¬ 
town, Ohio, Phelps Street (TA-W- 
2330), Warren, Ohio (TA-W-2331), and 
Canton. Ohio (TA-W-2332). These de¬ 
terminations were published in the 
Federal Register on March 24, 1978 
(43 FR 12399). 

The petitioner in this case, the 
United Steelworkers of America, 
raised two basic issues. The first has to 
do with the adequacy of the Depart¬ 
ment’s customers survey and the 
second with the period analyzed in the 
investigation. The petitioner consid¬ 
ered the sample of customers, repre¬ 
senting under 50 percent of sales, as 
inadequate. The petitioner claims the 
Department should have evaluated 
the entire 1977 period rather than lim¬ 
ited the analysis to 1976 and the first 
half of 1977. 

With respect to the first issue raised, 
the Department, in its original investi¬ 
gation. surveyed customers for rolling 
mill equipment produced at the five 
petitioning facilities. Responses it re¬ 
ceived on rolling mill machinery and 
rolls, with one minor exception, did 
not reveal any customers that replaced 
Wean’s products with foreign prod¬ 
ucts. In fact, sales of rolls and rolling 
mill equipment to the domestic 
market were higher in 1976 than in 
1975 and higher in 1977 than in 1976. 
Aggregate import data and customer 
comment indicate import competition 
to be generally slight in the area of 
special machinery produced by Wean. 

An analysis of the overall sales per¬ 
formance of the five petitioning plants 
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indicates that the dominant cause of a 
decline in production and for the sig¬ 
nificant separation of workers at those 
plants was a loss in foreign sales. In 
1976, sales of the five facilities com¬ 
bined declined by 17 percent. Export 
sales, which represented well over half 
of the output of the plants, fell by 
almost twice as much as domestic 
sales. In 1977. overall sales of the five 
petitioning plants were down by a fur¬ 
ther 16 percent. Sales in the domestic 
market in 1977. however, actually in¬ 
creased. The loss in export sales ac¬ 
counted for all of the loss in the peti¬ 
tioning plants’ sales in 1977. 

As for the petitioner’s claim that the 
time period analyzed in the initial in¬ 
vestigation should have included the 
entire year 1977, the Department does 
not agree given the fact that the date 
of the petition was August 15, 1977. In 
its reconsideration, however, the De¬ 
partment took into account sales and 
production at Wean for the full year 
1977 with results outlined above. 

Conclusion 

After reconsideration, I reaffirm the 
original denial of eligibility to apply 
for adjustment assistance to workers 
and former workers at Wean United. 
Inc., at Vandergrift, Pa., Henricks 
Road and Phelps Street. Youngtown, 
Ohio, Warren, Ohio, and Canton, 
Ohio. 

Signed at Washington, D.C., this 2d 
day of June 1978. 

James P. Taylor, 
Director , Office of Management, 
Administration, and Planning. 

[FR Doc. 78-16219 Filed 6-12-78; 8:45 am] 


[4510-23] 

MINIMUM WAGE STUDY 
COMMISSION 
PUBLIC MEETING 

The second meetirig of the Minimum 
Wage Study Commission will be held 
on June 29, 1978, at 9:00 a.m., in the 
Lower Lobby Conference Room, 2120 
L Street, NW., Washington, D.C. The 
meeting is open to the public. 

The agenda for the meeting will be 
concerned with the staffing of the 
Commission, the adoption of proce¬ 
dures, and the establishment of prior¬ 
ities for the accomplishment of the 
Commission’s work plans. In addition, 
the Commission will begin its delibera¬ 
tions on the extent to which the ex¬ 
emptions from the minimum wage and 
overtime requirements of the Fair 
Labor Standards Act of 1938 may 
apply to employees of conglomerates. 

Telephone inquiries and communica¬ 
tions concerning this meeting should 
be directed to: 

Mr. Dennis O. Condie, Acting Ad¬ 
ministrative Officer, Room G-340, 
General Services Administration 


Building, 18th and P Street, NW., 
Washington, D.C. 20405, telephone 
202-566-1792. 

Signed at Washington, D.C., this 8th 
day of June 1978. 

Gerald M. Peder, 
Chairperson. 
[FR Doc. 78-16275 Filed 6-12-78; 8:45 ami 


[7536-01] 

NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES 

National Endowment for the Humanities 

HUMANITIES PANEL, ADVISORY COMMITTEE 
Meeting 

June 8. 1978. 

Pursuant to the provisions of the 
Federal Advisory Committee Act <Pub. 
L. 92-463, as amended), notice is 
hereby given that a meeting of the 
Humanities Panel will be held at 806 
15th Street NW.. Washington, D.C. 
20506, in the 11th floor conference 
room from 9 a.m. to 5:30 p.m., on 
Thursday, June 29. 1978. 

The purpose of the meeting is to 
review NEH Museums and Historical 
Organizations applications submitted 
to the National Endowment for the 
Humanities for projects beginning 
after November 1, 1978. 

Because the proposed meeting will 
consider financial information and dis¬ 
close information of a personal nature 
the disclosure of which would consti¬ 
tute a clearly unwarranted invasion of 
personal privacy, pursuant to authori¬ 
ty granted me by the Chairman’s Del¬ 
egation of Authority to Close Advisory 
Committee Meetings, dated January 
15. 1978, I have determined that the 
meeting would fall within exemptions 
(4) and (6) of 5 U.S.C. 552b(c) and that 
it is essential to close the meeting to 
protect the free exchange of internal 
views and to avoid interference with 
operation of the Committee. 

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Of¬ 
ficer, Mr. Stephen J. McCleary, 806 
15th Street NW., Washington. D.C. 
20506, or call area code 202-724-0367. 

Stephen J. McCleary, 
Advisory Committee 
Management Officer. 

IFR Doc. 78-16276 Filed 6-12-78; 8:45 am] 


[7536-01] 

HUMANITIES PANEL, ADVISORY COMMITTEE 
Meeting 

June 2, 1978. 

Pursuant to the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 92-463, as amended), notice is 
hereby given that a meeting of the 


Humanities Panel will be held at 806 
15th Street NW.. Washington. D.C. 
20506, in the eighth floor conference 
room from 9 a.m. to 5:30 p.m., on July 
10. 1978. 

The purpose of the meeting is to 
review general social science applica¬ 
tions submitted to the National En¬ 
dowment for the Humanities for pro¬ 
jects beginning after September 1. 
1978. 

Because the proposed meeting will 
consider financial information and dis¬ 
close information of a personal nature 
the disclosure of which would consti¬ 
tute a clearly unwarranted invasion of 
personal privacy, pursuant to authori¬ 
ty granted me by the Chairman’s Del¬ 
egation of Authority to Close Advisory 
Committe Meetings, dated January 15, 
1978,1 have determined that the meet¬ 
ing would fall within exemptions (4) 
and (6) of 5 U.S.C. 552b(c) and that it 
is essential to close the meeting to pro¬ 
tect the free exchange of internal 
views and to avoid interference with 
operation of the Committee. 

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Of¬ 
ficer, Mr. Stephen J. McCleary, 806 
15th Street NW., Washington. D.C. 
20506, or call area code 202-724-0367. 

Stephen J. McCleary, 
Advisory Committee 
Management Officer. 

[FR Doc. 78-16277 Filed 6-12-78; 8:45 am) 


[7536-01] 

HUMANITIES PANEL, ADVISORY COMMITTEE 
Meeting 

June 5, 1978. 

Pursuant to the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 992-463, as amended), notice is 
hereby given that a meeting of the 
Humanities Panel will be held at 
“Strawberry Banke’’. Portsmouth. 
N.H., on July 6 and 7, from 9 a.m. to 
5:30 p.m., on each day. 

The purpose of the meeting is to 
review NEH Museums and Historical 
Organizations program applications 
submitted to the National Endowment 
for the Humanities for projects begin¬ 
ning after November 1. 1978. 

Because the proposed meeting will 
consider financial information and dis¬ 
close information of a personal nature, 
the disclosure of which would consti¬ 
tute a clearly unwarranted invasion of 
personal privacy, pursuant to authori¬ 
ty granted me by the Chairman’s Del¬ 
egation of Authority to Close Advisory 
Committee Meetings, dated January 
15, 1978, I have determined that the 
meeting would fall within exemptions 
(4) and (6) of 5 U.S.C. 552b(c) and that 
it is essential to close the meeting to 
protect the free exchange of internal 
views and to avoid interference with 
operation of the Committee. 
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It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Of¬ 
ficer, Mr. Stephen McCleary, 806 15th 
Street NW. t Washington. D.C., 20506 
or call area code 202-724-0367. 

(Museums and Historical Organizations Pro¬ 
gram. Division of Public Programs.) 

Stephen J. McCleary, 
Advisory Committee 
Management Officer. 
[FR Doc. 78-16278 Piled 6-12-78; 8:45 am] 


[7536-01] 

HUMANITIES PANEL, ADVISORY COMMITTEE 
Meeting 

June 5, 1978. 

Pursuant to the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 92-463, as amended), notice is 
hereby given that a meeting of the 
Humanities Panel will be held at the 
Newberry Library. 60 West Walton 
Street, Chicago, Ill. 60610, from 9 a.m. 
to 5:30 p.m., on July 10 and 11. 1978. 

The purpose of the meeting is to 
review applications for the develop¬ 
ment of humanities Public Program 
formats submitted to the National En¬ 
dowment for the Humanities for pro¬ 
jects beginning after October 1. 1978. 

Because the proposed meeting will 
consider financial infoicnation and dis¬ 
close information of a personal nature 
and disclosure of which would consti¬ 
tute a clearly unwarranted invasion of 
personal privacy, pursuant to authori¬ 
ty granted me by the Chairman’s Del¬ 
egation of Authority to Close Advisory 
Committee Meetings, dated January 
15. 1978, I have determined that the 
meeting would fall within exemptions 
(4) and (6) of 5 U.S.C. 552b(c) and that 
it is essential to close the meeting to 
protect the free exchange of internal 
views and to avoid interference with 
operation of the Committee. 

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Of¬ 
ficer. Mr. Stephen J. McCleary, 806 
15th Street NW.. Washington. D.C. 
20506. or call 202-724-0367. 

(Public Programs/Program Development) 

Stephen J. McCleary, 
Advisory Committee 
Management Officer. 

CFR Doc. 78-16279 Piled 6-12-78; 8:45 am] 


[7536-01] 

HUMANITIES PANEL, ADVISORY COMMITTEE 
Meeting 

June 5. 1978. 

Pursuant to the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 92-463, as amended), notice is 


e hereby given that a meeting of the 
Humanities Panel will be held at 806 
15th Street NW., Washington. D.C. 
20506, in the 11th floor conference 
room from 9 a.m. to 5:30 p.m., on July 
14 and July 15. 

The purpose of the meeting is to 
review NEH Museums and Historical 
Organizations program applications 
submitted to the National Endowment 
for the Humanities for projects begin¬ 
ning after November 1, 1978. 

Because the proposed meeting will 
consider financial information and dis¬ 
close information of a personal nature 
the disclosure of which would consti¬ 
tute a clearly unwarranted invasion of 
personal privacy, pursuant to authori¬ 
ty granted me by the Chairman’s Del¬ 
egation of Authority to Close Advisory 
Committee Meetings, dated January 
15, 1978, I have determined that the 
meeting would fall within exemptions 
(4) and (6) of 5 U.S.C. 552b(c) and that 
it is essential to close the meeting to 
protect the free exchange of internal 
views and to avoid interference with 
operation of the Committee. 

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Of¬ 
ficer. Mr. Stephen J. McCleary. 806 
15th Street NW., Washington. D.C. 
20506, or call 202-724-0367. 

(Museums & Historical Organizations Pro¬ 
gram. Division of Public Programs.) 

Stephen J. McCleary, 
Advisory Committee 
Management Officer. 

[PR Doc. 78-16280 Filed 6-12-78; 8:45 am] 


[7555-01] 

NATIONAL SCIENCE FOUNDATION 
PRIVACY ACT Of 1974 
Additionol System of Records 

Pursuant to the requirements of sec¬ 
tion 3 of the Privacy Act of 1974, 5 
U.S.C. 552a(cX4). notice is hereby 
given of the existence and character of 
a new system of records to be main¬ 
tained by the National Science Foun¬ 
dation and of the routine uses thereof. 
Interested persons are invited to 
submit written data, views, or argu¬ 
ments to the Director. National Sci¬ 
ence Foundation, Attn.: General Coun¬ 
sel, Washington, D.C. 20550, not later 
than July 13, 1978. 

NSF-47 

System name: 

NSF Applied Research Evaluators 
Roster. 

System location: 

Paper records are maintained at Na¬ 
tional Science Foundation, Office of 
Special Assistant for Oversight and 
Evaluation, Directorate for Applied 


Science and Research Applications, 
1800 G Street NW., Washington. D.C. 
20550. Computer tapes are maintained 
at Kappa Systems, Inc., 1501 Wilson 
Boulevard, Arlington, Va. 22209. 

Categories of individuals covered by the 

system: 

Individuals who have agreed to par¬ 
ticipate in the NSF applied research 
evaluation project. 

Categories of records in the system: 

Name, address, and scientific/profes¬ 
sional group categorization. 

Routine uses of records maintained in the 

system: 

Other Government agencies needing 
names of potential reviewers or spe¬ 
cialists in particular fields may be 
given information from this system. 

Policies and practices for storing, retriev¬ 
ing, accessing, retaining, and disposing of 
records in the system. 

Storage: 

Paper records and computer tapes. 
Retrievability: 

Paper records are filed alphabetical¬ 
ly by last name; computer records re¬ 
trievable by appropriate combination 
of field of science and engineering and 
field of application codes. 

Safeguards: 

Records at NSF: Building employs 
security guard. Building is locked 
during nonbusiness hours when guard 
is not on duty. Room in which records 
are kept is locked during nonbusiness 
hours. Computer records: A password 
must be used to access computer files. 

Retention and disposal: 

File is cumulative and is maintained 
indefinitely. 

System manager^) and address: 

Special Assistant for Oversight and 
Evaluation. Directorate for Applied 
Science and Research Applications. 

Notification procedure: 

The NSF Privacy Act officer should 
be contacted in accordance with proce¬ 
dures found at 45 CFR Part 613. 

Record access procedures: 

See “Notification” above. 

Contesting record procedures: 

See “Notification” above. 

Record source categories: 

Information obtained from individu¬ 
al. 

Dated: June 8. 1978. 

Richard C. Atkinson, 
Director. 

CFR Doc. 78-16273 Filed 6-12-78; 8:45 am] 
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[ 7590 - 01 ] 

NUCLEAR REGULATORY 
COMMISSION 

ADVISORY COMMITTEE ON REACTOR SAFE- 
GUARDS SUBCOMMITTEE ON ELECTRICAL 
SYSTEMS, CONTROL AND INSTRUMENTA¬ 
TION 

Mating 

The ACRS SUBCOMMITTEE ON 
ELECTRICAL Systems, Control and 
Instrumentation, will hold a meeting 
on June 29, 1978, in room 1046, 1717 H 
St.. NW., Washington. D.C. 20555 to 
discuss the use of loose-parts-monitor- 
ing systems in nuclear power plants. 
The Subcommittee is also seeking 
comments on Revision 1 to Regulatory 
Guide 1.133, “Loose-Part Detection 
Program for the Primary System of 
Light-Water-Cooled Reactors/* 

In accordance with the procedures 
outlined in the Federal Register on 
October 31. 1977, page 56972, oral or 
written statements may be presented 
by members of the public, recordings 
will be permitted only during those 
portions of the meeting when a tran¬ 
script is being kept, and questions may 
be asked only by members of the Sub¬ 
committee , its consultants, and Staff. 
Persons desiring to make oral state¬ 
ments should notify the Designated 
Federal Employee as far in advance as 
practicable so that appropriate ar¬ 
rangements can be made to allow the 
necessary time during the meeting for 
such statements. 

The agenda for subject meeting 
shall be as follows: 

Thursday, June 29. 1978 

8:45 a.m. until the conclusion of 
business. The Subcommittee will hear 
presentations by and hold discussions 
with representatives of the NRC Staff. 
Babcock and Wilcox Co.. Baltimore 
Gas and Electric Co.. Combustion En¬ 
gineering, Inc., Consumers Power Co., 
Duke Power Co., Florida Power Corp., 
Technology for Energy Corp., Wes- 
tinghouse Electric Corp., and their 
consultants, concerning the capability 
of loose-parts-monitoring systems to 
detect loose parts in the reactor plant 
and the need for such a system to be 
installed. Other companies or individ¬ 
uals wishing to provide a presentation 
on the use of loose-parts-monitoring 
systems are asked to call Mr. Gary 
Quittschreiber, ACRS Senior Staff 
Engineer (202-634-1374) so that they 
may be included on the presentation 
schedule for this or subsequent meet¬ 
ings on this subject. 

It may be necessary for the Subcom¬ 
mittee to hold one or more closed ses¬ 
sions for the purpose of exploring 
matters involving proprietary informa¬ 
tion. I have determined, in accordance 
with subsection 10(d) of Pub. L. 92- 


463, that, should such sessions be re¬ 
quired, it is necessary to close these 
sessions to protect proprietary infor¬ 
mation (5 U.S.C. 552b(c)(4». 

Further information regarding 
topics to be discussed, whether the 
meeting has been cancelled or resche¬ 
duled, the Chairman’s ruling on re¬ 
quests for the opportunity to present 
oral statements and the time allotted 
therefor can be obtained by a prepaid 
telephone call to the Designated Fed¬ 
eral Employee for this meeting, Mr. 
Gary R. Quittschreiber (telephone 
202-634-1374) between 8:15 a.m. and 
5:00 p.m., E.d.t. 

Background information concerning 
items to be considered at this meeting 
can be found in documents on file and 
available for public inspection at the 
NRC Public Document Room, 1717 H 
Street NW., Washington, D.C. 20555. 

Dated: June 8. 1978. 

John C. Hoyle, 
Advisory Committee 
Management Officer . 

[FR Doc. 78-16333 Piled 6-12-78; 8:45 am] 
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[Docket No. 50-213) 

CONNECTICUT YANKEE ATOMIC POWER CO. 

Issuance of Amendment To Facility Operating 
License 

The U.S. Nuclear Regulatory Com¬ 
mission ( the Commission) has issued 
Amendment No. 26 to Facility Operat¬ 
ing License No. DPR-61, issued to 
Connecticut Yankee Atomic Power Co. 
the (licensee), for operation of the 
Haddam Neck Plant (the facility) lo¬ 
cated in Middlesex County, Conn. The 
amendment is effective as of its date 
of issuance. 

The amendment adds license condi¬ 
tion C.(3), which restricts operation of 
the facility beyond 300 effective full 
power days into the present Cycle 8. 
The amendment also changes the 
bases to the Appendix A Technical 
Specifications to support this action. 

The license amendment complies 
with the standards and requirements 
of the Atomic Energy Act of 1954, as 
amended (the Act), and the Commis¬ 
sion’s rules and regulations. The Com¬ 
mission has made appropriate findings 
as required by the Act and the Com¬ 
mission's rules and and regulations in 
10 CFR Chapter I, which are set forth 
in the license amendment. Prior public 
notice of this amendment was not re¬ 
quired since the amendment does not 
involve a significant hazards consider¬ 
ation. 

The Commission has determined 
that the issuance of this amendment 
will not result in any significant envi¬ 
ronmental impact and that pursuant 
to 10 CFR § 51.5(d)(4) an environmen¬ 
tal impact statement or negative decla¬ 


ration and environmental impact ap¬ 
praisal need not be prepared in con¬ 
nection with issuance of this amend¬ 
ment. 

For further details with respect to 
this action, see (1) the. licensee’s sub¬ 
mittals dated May 22 and 24, 1978, (2) 
Amendment No. 26 to License No. 
DPR-61. and (3) the Commission’s re¬ 
lated Safety Evaluation. All of these 
items are available for public inspec¬ 
tion at the Commission’s Public Docu¬ 
ment Room, 1717 H Street NW., 
Washington, D.C. and at the Russell 
Library, 119 Broad Street, Middle- 
town, Conn. 06457. A copy of items (2) 
and (3) may be obtained upon request 
addressed to the U.S. Nuclear Regula¬ 
tory Commission, Washington, D.C. 
20555, Attention: Director, Division of 
Operating Reactors. 

Dated at Bethesda, Md. this 26th 
day of May 1978 

For the Nuclear Regulatory Com¬ 
mission. 

Dennis L. Ziemann, 
Chief\ Operating Reactors 
Branch No. 2, Division of Op¬ 
erating Reactors. 

CFR Doc. 78-16261 Filed 6-12-78; 8:45 am) 
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[Docket No. 50-331) 

IOWA ELECTRIC LIGHT AND POWER CO. ET 
AL. 

Issuance of Amendment To Facility Operating 
License 

The U.S. Nuclear Regulatory Com¬ 
mission (the Commission) has issued 
Amendment No. 44 to Facility Operat¬ 
ing License No. DPR-49 issued to Iowa 
Electric Light and Power Company, 
Central Iowa Power Cooperative, and 
Com Belt Power Cooperative, which 
revises the Technical Specifications 
for operation of the Duane Arnold 
Energy Center, located in Linn 
County, Iowa. The amendment is ef¬ 
fective as of its date of issuance. 

The amendment will delete the Re¬ 
actor Water Cleanup System High 
Temperature Limitation from Table 
3.2-A and 4.2-A. 

The application for the amendment 
complies with the standards and re¬ 
quirements of the Atomic Energy Act 
of 1954, as amended (the Act), and the 
Commission’s rules and regulations. 
The Commission has made appropri¬ 
ate findings as required by the Act and 
the Commission’s rules and regula¬ 
tions in 10 CFR Chapter I. which are 
set forth in the license amendment. 
Prior public notice of this amendment 
was not required since the amendment 
does not involve a significant hazards 
consideration. 

The Commission has determined 
that the issuance of this amendment 
will not result in any significant envi- 
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ronmental Impact and that pursuant 
to 10 CFR §§ 51.5(d)(4) an environmen¬ 
tal impact statement or negative decla¬ 
ration and environmental impact ap¬ 
praisal need not be prepared in con¬ 
nection with Issuance of this amend¬ 
ment. 

For further details with respect to 
this action, see (1) the application for 
amendment dated March 29, 1978 (IE- 
78-454), (2) Amendment No. 44 to Li¬ 
cense No. DPR-049, and (3) the Com¬ 
mission's related Safety Evaluation. 
All of these items are available for 
public inspection at the Commission’s 
Public Document Room, 1717 H Street 
NW., Washington, D.C. and at the 
Cedar Rapids Public Library, 426 
Third Avenue, S.E., Cedar Rapids. 
Iowa 52401. A copy of items (2) and (3) 
may be obtained upon request ad¬ 
dressed to the U.S. Nuclear Regula¬ 
tory Commission, Washington, D.C. 
20555, Attention: Director. Division of 
Operating Reactors. 

Dated at Bethesda, Md., this 6th day 
of June 1978. 

For the Nuclear Regulatory Com¬ 
mission. 

George Lear, 

Chief, Operating Reactors 
Branch No. 3, Division of Op¬ 
erating Reactors. 

[FR Doc. 78-16262 Filed 6-12-78; 8:45 am) 
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[Docket Nos. 50-373 and 50-374) 

COMMONWEALTH EDISON CO., LA SALLE 

COUNTY STATION, UNITS NO. 1 AND NO. 2 

Order Extending Construction Completion 
Dotes 

Commonwealth Edison Co. is the 
holder of Construction Permits Nos. 
CPPR-99 and CPPR-100 issued by the 
Atomic Energy Commission 1 on Sep¬ 
tember 10. 1973, for the construction 
of the La Salle County Station, Units 
No. 1 and No. 2. presently under con¬ 
struction at the applicant's site in 
Brookfield Township, La Salle County, 
Ill. On September 22, 1977, the appli¬ 
cant filed a request for an extension of 
the completion dates. By letter, dated 
October 13, 1977, the Nuclear Regula¬ 
tory Commission requested additional 
information in order to justify extend¬ 
ing the construction completion dates. 
Supplemental information was re¬ 
ceived from Commonwelath Edison 
Co., dated February 2, 1978, stating 
that construction had been delayed 
due to: 

(1) Optimistic construction schedule. 


•Effective January 20. 1975, the Atomic 
Energy Commission became the Nuclear 
Regulatory Commission and permits in 
effect on that day continued under the au¬ 
thority of the Nuclear Regulatory Commis¬ 
sion. 


(2) Delays due to unusually wet 
winter, 

(3) Numerous strikes and work stop¬ 
pages. 

(4) Lack of manpower, i.e., in crafts. 

(5) Design revisions and structural 
changes due to additional analysis of 
multiple or prolonged discharge of the 
safety relief valves, 

(6) Additional requirements by the 
staff. 

This action involves no significant 
hazards consideration; good cause has 
been shown for the delay; and the re¬ 
quested extension is for a reasonable 
period, the bases for which are set 
forth in the staff evaluation dated 
May 31, 1978. the preparation of an 
environmental impact statement for 
this particular action is not warranted 
because there will be no environmen¬ 
tal impact attributable to the Order 
other than that which has already 
been predicted and described in the 
Commission’s Final environmental 
Statement for the La Salle County 
Nuclear Station, Units No. 1 and No. 2, 
published in February 1973, and the 
Draft Environmental Statement pub¬ 
lished in March 1978. A Negative Dec¬ 
laration and an Environmental Impact 
Appraisal have been prepared and are 
available, as are the above stated docu¬ 
ments, for public inspection at the 
Commission’s Public Document room, 
1717 H Street NW., Washington, D.C. 
20555 and at the local public docu¬ 
ment room established for the La 
Salle County Station facility in the Il¬ 
linois Valley Community College Li¬ 
brary, Rural Route No. 1, Oglesby, Ill. 
16348. 

It is hereby ordered that the latest 
completion date for CPPR-99 be ex¬ 
tended from June 1, 1978 to March 31, 
1980 and for CPPR-100 be extended 
from June 1, 1979 to December 31, 
1980. 

Date of Issuance: May 31, 1978. 

For The Nuclear Regulatory Com¬ 
mission. 

Richard C. DeYoung, 
Deputy Director, Division of 
Project Management, Office of 
Nuclear Reactor Regulation. 

[FR Doc. 78-16259 Filed 6-12-78; 8:45 am) 
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[Docket Nos. 50-373 and 50-374) 

LA SALLE COUNTY STATION UNITS NO. 1 AND 
2 (CPPR-99 AND CPPR-100) COMMON¬ 
WEALTH EDISON CO. 

Negative Declaration Supporting Order Relat¬ 
ing To the Extension of Dotes for Completion 
of Construction 

The U.S. Nuclear Regulatory Com¬ 
mission (the Commission) has re¬ 
viewed the Order relating to the con¬ 
struction permits for the La Salle 


County Station, Units No. 1 and 2 
(CPPR-99 and CPPR-100), located in 
La Salle County, Ill., issued to Com¬ 
monwealth Edison Co. The Order 
would authorize the extension for 
twenty-two months of the date for 
completion of construction of Unit No. 
1, and for nineteen months of the date 
for completion of construction of Unit 
No. 2. 

The Commission's Division of Site 
Safety and Environmental Analysis 
has prepared an environmental Impact 
appraisal for the Order, and has con¬ 
cluded that an environmental impact 
statement for this particular action is 
not warranted because there will be no 
environmental impact attributable to 
the Order other than that which has 
already been predicted and described 
in the Commission’s Final Environ¬ 
mental Statement for the La Salle 
County Nuclear Station. Units No. I 
and 2, published in February 1973, the 
Draft Environmental Statement pub¬ 
lished in March 1978, the Atomic 
Safety and Licensing Board decisions 
of September 1973 and March 1974, 
and the Atomic Safety and Licensing 
Appeal Board decisions of October 
1973 and April 1974. 

The environmental impact appraisal 
Is available for public inspection at the 
Commission's Public Document Room, 
1717 H Street NW., Washington, D.C., 
and at the Illinois Valley Community 
College Library. Rural Route No. 1, 
Oglesby, Ill. 16348. A copy may be ob¬ 
tained upon request addressed to the 
U.S. Nuclear Regulatory Commission, 
Washington, D.C. 20555, Attention: Di¬ 
rector. Division of Site Safety and En¬ 
vironmental Analysis. 

Dated at Bethesda, Md., this 31st 
day of May 1978. 

For the Nuclear Regulatory Com¬ 
mission. 

George W. Knighton, 
Chief, Environmental Projects 
Branch No. 1, Division of Site 
Safety and Environmental 
Analysis. 

[FR Doc. 78-16260 Filed 6-12-78; 8:45 am) 
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POSTAL RATE COMMISSION 

[Docket No. MC77-2) 

MAIL CLASSIFICATION SCHEDULE, 1977 
Prehearing Conference 

June 7, 1978. 

Notice is hereby given that pursuant 
to the Presiding Officer’s “Notice of 
Prehearing Conference. Dated June 7. 
1978’*, a final Prehearing Conference 
will be held in the above-docketed pro¬ 
ceeding on July 11, 1978, at 10:30 a.m., 
or immediately upon the conclusion of 
the scheduled prehearing conference 
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in Docket No. MC76-5, should that 
conference extend past the hour of 
10:30 a.m., Hearing Room, Postal Rate 
Commission, Suite 500, 2000 L Street 
NW., Washington, D.C. 

David P. Harris, 
Secretary . 

tFR Doc. 78-16244 Piled 6-12-78; 8:45 am] 
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SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 10267; 812-4106] 

ARCS EQUITIES CORP. 

Filing of Application for Amendment to Order 
Granting Temporary Exemption and Certain 
Other Provisions of the Act 

June 5, 1978. 

Notice is hereby given that Arcs Eq¬ 
uities Corp. (“Applicant”), 850 Third 
Avenue, New York. N.Y. 10022, a New 
York corporation, filed an application 
on May 26, 1978, pursuant to sections 
6(c) and 6(e) of the Investment Com¬ 
pany Act of 1940 (“Act”), for an 
amendment to an order of the Com¬ 
mission dated February 22. 1978 (In¬ 
vestment Company Act Rel. 10128), 
which temporarily exempted Appli¬ 
cant from the provisions of section 7 
and certain other provisions of the Act 
from May 13, 1977, to June 30, 1978. 
Applicant seeks an amendment to the 
earlier order to extend the temporary 
exemption from June 30, 1978, until 
the earlier of August 31. 1978, or such 
time as the Commission has acted 
upon Applicant's original application 
under sections 3(b)(2) and 6(c) of the 
Act. The original application was filed 
by Applicant and Federated Capital 
Management Associates, Inc., a Dela¬ 
ware corporation, which merged into 
Applicant in January 1978 for an order 
of the Commission declaring that they 
are not investment companies or. In 
the alternative, declaring that they 
are exempt from all provisions of the 
Act. All interested persons are re¬ 
ferred to the application for amend¬ 
ment to the prior order on file with 
the Commission for a statement of Ap¬ 
plicant’s representations, which are 
summarized below. 

Applicant states that as part of the 
Consent and Undertaking (“Con¬ 
sent”), which is incorporated in the 
Final Judgment of Permanent Injunc¬ 
tion and Other Equitable Relief en¬ 
tered against Applicant in connection 
with the settlement of the litigation 
commenced by the Commission in Jan¬ 
uary 1978 against Applicant and 
others. Applicant was required to ap¬ 
point two additional new independent 
Directors and establish an audit com¬ 
mittee of the Board of Directors of 
Applicant composed of such new inde¬ 
pendent Directors. The new Directors 


shall have the responsibility, among 
other things, to review as to fairness 
to Applicant and Applicant’s stock¬ 
holders, and to recommend to the 
Board of Directors of Applicant the 
approval or disapproval of proposed 
sales or purchases of Applicant’s secu¬ 
rities by Applicant, as well as proposed 
transactions between Applicant and 
Bates Manufacturing Co., Inc., 
(“Bates”) and any proposed transac¬ 
tions whereby Applicant will be liqui¬ 
dated, dispose of all or substantially 
all of its assets or otherwise cease to 
exist. To date. Applicant has appoint¬ 
ed only one new independent Director 
and is in the process of appointing a 
second. 

Applicant states that as part of the 
Consent, it has also granted to Bates 
an option to acquire 135,000 shares of 
Bates Common Stock owned by Appli¬ 
cant at a price of $31 per share. The 
option, which originally expired on 
May 18, 1978, was extended by stipula¬ 
tion executed by all parties to the 
aforementioned litigation and court 
order to August 31, 1978, or until such 
earlier date as Applicant shall be liqui¬ 
dated, or until an earlier date deter¬ 
mined by court order. On May 16. 
1978, the Board of Directors of Bates 
took action to approve the exercise of 
the option as to all 135,000 shares of 
Bates Common Stock, such exercise to 
be effective on August 31, 1978, or at 
an earlier date as provided for by 
court order. 

Applicant represents that since the 
execution of the Consent, it has been 
proceeding diligently to comply with 
the terms and provisions of the Con¬ 
sent and to complete the formulation 
of a Plan of Complete Liquidation and 
Dissolution (“Plan”). Applicant fur¬ 
ther represents that, upon completion, 
the Plan will be reviewed and consid¬ 
ered by the audit committee and the 
Board of Directors of Applicant and 
submitted to stockholders. 

Applicant seeks to amend the prior 
exemptive order to extend the period 
of temporary exemption of Applicant 
from the provisions of section 7 and 
certain other provisions of the Act for 
the following reasons. In connection 
with the exercise of the option grant¬ 
ed by Applicant to Bates for Bates to 
purchase from Applicant 135,000 
shares of Bates Common Stock, cer¬ 
tain tax questions affecting Applicant 
have been raised which Applicant 
states were not previously foreseen. It 
is represented that this matter is cur¬ 
rently under study, particularly the 
applicability of personal holding com¬ 
pany provisions of the Internal Reve¬ 
nue Code to the transaction if it 
occurs prior to the liquidation of Ap¬ 
plicant. In that event, it may result in 
a penalty tax imposition upon Appli¬ 
cant, which would be detrimental to 
Applicant’s stockholders. 

Moreover, it is asserted that the Ap¬ 
plicant's independent auditors have 


raised questions concerning the form 
and presentation of Applicant’s finan¬ 
cial statements in light of the prospec¬ 
tive formulation by Applicant of the 
Plan. These considerations include the 
carrying value of the Bates securities 
owned by Applicant in these circum¬ 
stances. These questions must be con¬ 
sidered and resolved by the auditors 
and Applicant and its Board of Direc¬ 
tors prior to completion of proxy ma¬ 
terial for stockholders of Applicant to 
consider the Plan. It is contended that 
the Plan and its terms and provisions 
are directly affected by the foregoing 
consideration, and the resolution 
thereof may necessitate additional 
changes in the proposed Plan. 

For these reasons. Applicant con¬ 
tends that there is insufficient time 
before June 30, 1978, to prepare and 
file preliminary and definitive proxy 
material for a meeting of the stock¬ 
holders of Applicant to consider and 
vote upon the Plan, to solicit proxies 
from such stockholders prior to such 
meeting within the period prescribed 
by the laws of the State of New York, 
and to liquidate Applicant if the Plan 
is approved by its stockholders. 

Section 6(c) of the Act provides that 
the Commission, by order upon appli¬ 
cation, may conditionally or uncondi¬ 
tionally exempt any person from any 
provision or provisions of the Act, if 
and to the extent that such exemption 
is necessary or appropriate in the 
public interest, and consistent with 
the protection of investors and the 
purposes fairly intended by the policy 
and provisions of the Act. 

Section 6(e) of the Act provides that, 
if, in connection with any order under 
section 6 exempting any investment 
company from section 7, the Commis¬ 
sion deems it necessary or appropriate 
in the public interest or for the protec¬ 
tion of investors that certain specified 
provisions of the Act pertaining to reg¬ 
istered investment companies shall be 
applicable in respect of such company, 
the provisions so specified shall apply 
to such company, and to other persons 
in their transactions and relations 
with such company, as though such 
company were a registered investment 
company. 

Notice is further given that any in¬ 
terested person may, not later than 
June 29, 1978, at 5:30 p.m., submit to 
the Commission in writing a request 
for a hearing on the matter accompa¬ 
nied by a statement as to the nature of 
his interest, the reason for such re¬ 
quest, and the issues, if any, of factor 
law proposed to be controverted, or he 
may request that he be notified if the 
Commission shall order a hearing 
thereon. Any such communication 
should be addressed: Secretary, Securi¬ 
ties and Exchange Commission, Wash¬ 
ington, D.C. 20549. A copy of such re¬ 
quest shall be served personally or by 
mail upon Applicant(s) at the address 
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(es) stated above. Proof of such service 
(by affidavit, or in case of an attorney- 
at-law, by certificate) shall be filed 
contemporaneously with the request. 
As provided by Rule 0-5 of the rules 
and regulations promulgated under 
the act, an order disposing of the ap¬ 
plication will be issued as of course fol¬ 
lowing said date unless the Commis¬ 
sion thereafter orders a hearing upon 
request or upon the Commission's own 
motion. Persons who request a hear¬ 
ing, or advice as to whether a hearing 
is ordered, will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements therof. 

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority. 

George A. Fitzsimmons, 
Secretary. 

[FR Doc. 78-16267 Filed 6-12-78; 8:45 ami 
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[Release No. 34-14832; File No. SR-BSE-78- 
41 

BOSTON STOCK EXCHANGE, INC 

S«lf-R*gulatory Organizations; Proposed Role 
Changes 

r Pursuant to section 19(b)(1) of the 
Securities Exchange Act of 1934, 15 
U.S.C. 78s(bXl), as amended by Pub. 
L. 94-29, 16 (June 4. 1975), notice is 
hereby given that on May 30. 1978, the 
above-mentioned self-regulatory orga- 
^nization filed with the Securities and 
Exchange Commission proposed rule 
changes amending in part File No. SR- 
BSE-77-4, 1 which was designed to con¬ 
form certain of the Boston Stock Ex¬ 
change rules to sections of the Securi¬ 
ties Acts Amendments of 1975 relating 
to the comparison, clearance, and set¬ 
tlement of exchange transactions. 

Text of Proposed Rule Changes 

The text of the proposed rule 
changes is as follows (brackets indicate 
proposed deletions from the current 
rules and italics indicate new materi¬ 
al): 

Rules of the Exchange 
Chapter III 

Comparisons—Liability on Contracts 

Sec. 1. It shall be the duty of every 
member to report each of his transac¬ 
tions as promptly as possible to his 
office, where prompt verification shall 
be made with the comparison report 
received from the [Boston Stock Ex¬ 
change Clearing Corporation) Ex¬ 
change. 


•Securities Exchange Act Release No. 
14297 (December 21. 1977), 42 FR 65337 (De¬ 
cember 30. 1977). 


Chapter V 

Delivery Closing Time 

Sec. 10. In all sales or contracts for 
delivery of securities between mem¬ 
bers of the Exchange, the party who is 
to receive the same shall not be bound 
to take them after the delivery closing 
time prescribed by the [Boston Stock 
Exchange Clearing Corporation] regis¬ 
tered clearing agency through which 
clearing and settlement is to take 
place, but may postpone the payment, 
without being charged interest, to the 
following delivery day. 

CONSTITUTION 

Article XVII 

[Clearing House ] 

[Purpose] 

[Sec. 1. There shall be a Clearing 
House for the purpose of acting as the 
common agent of the members of the 
Exchange in receiving and delivering 
securities.] 

[Boston Stock Exchange Clearing 
Corporation ] 

[Sec. 2. The Clearing House shall be 
conducted by Boston Stock Exchange 
Clearing Corporation, a Massachusetts 
corporation, all the stock of which is 
owned by the Exchange, which Corpo¬ 
ration shall designate from time to 
time the securities which shall be 
cleared.) 

Comparison Service 

The Exchange shall maintain on the 
floor of the Exchange a station or sta¬ 
tions for the reporting and comparing 
of trades and may impose a charge for 
such service. 

Statement of Basis and Purpose 

The basis and purpose of the forego¬ 
ing proposed rule changes is as fol¬ 
lows: 

The proposed rule changes are being 
adopted in order to increase the capac¬ 
ity of the Boston Stock Exchange to 
carry out the purposes of the Securi¬ 
ties Exchange Act of 1934 as amended 
by establishing a comparison service 
for the reporting of trades on the 
Boston Stock Exchange separate and 
distinct from clearing and settlement 
functions and by removing reference 
to the delivery closing time of the 
Boston Stock Exchange Clearing Cor¬ 
poration. 

No comments on the proposed rule 
changes have been or are to be solicit¬ 
ed. 

BSE believes that the proposed rule 
changes will not impose any burdens 
on competition. 

On or before July 18. 1978, or within 
such longer period (i) as the Commis¬ 
sion may designate up to 90 days of 
such date if it finds such longer period 


to be appropriate and publishes its 
reasons for so finding or (ii) as to 
which the above-mentioned self-regu¬ 
latory organization consents, the Com¬ 
mission will: 

(A) By order approve such proposed 
rule changes or 

(B) Institute proceedings to deter¬ 
mine whether the proposed rule 
changes should be disapproved. 

Interested persons are invited to 
submit written data, views, and argu¬ 
ments concerning the foregoing. Per¬ 
sons desiring to make written submis¬ 
sions should file 6 copies thereof, with 
the Secretary of the Commission, Se¬ 
curities and Exchange Commission, 
Washington. D.C. 20549. Copies of the 
filing with respect to the foregoing 
and of all written submissions will be 
available for inspection and copying at 
the principal office of the above-men¬ 
tioned self-regulatory organization. 

All submissions should refer to the 
file number referenced in the caption 
above and should be submitted on or 
before July 5, 1978. 

For the Commission, by the Division 
of Market Regulation, pursuant to del¬ 
egated authority. 

George A. Fitzsimmons, 
Secretary. 

June 6, 1978. 

[FR Doc. 78-16272 Filed 6-12-78; 8:45 am] 
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[Re 1. No. 20577; 70-6152) 

CEDAR COAL CO. ET AL 

Proposed Mining Equipment Leases by Coal 
Mining Subsidiaries 

June 5. 1978. 

In the matter of Cedar Coal Co., 
1220 Charleston National Plaza, 
Charleston, W. Va. 25301; Central Ap¬ 
palachian Coal Co., 301 Virginia Street 
East, Charleston. W. Va. 25301; Cen¬ 
tral Ohio Coal Co., 301 Cleveland 
Avenue, SW., Canton, Ohio 44702; 
Southern Appalachian Coal Co.. 301 
Virginia Street East, Charleston, W. 
Va. 25301; Southern Ohio Coal Co.. 
Post Office Box K, Moundsville, W. 
Va. 26041. 

Notice is hereby given that Cedar 
Coal Co. (“Cedar"), Central Appala¬ 
chian Coal Co. (“CACO") and South¬ 
ern Appalachian Coal Co. (“Saco”), 
coal mining subsidiaries of Appala¬ 
chian Power Co. (“Apppalachian"), 
and Central Ohio Coal Co. (“COCO") 
and Southern Ohio Coal Co. 
(“SOCO"), coal mining subsidiaries of 
Ohio Power Co., which, like Appala¬ 
chian, is an electric utility subsidiary 
of American electric Power Co., Inc., a 
registered holding company, have filed 
an application and an amendment 
thereto with this Commission pursu¬ 
ant to the Public Utility Holding Com- 
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pany Act of 1935 (“Act"), designating 
sections 9 and 10 of the Act as applica¬ 
ble to the proposed transactions. All 
interested persons are referred to the 
application, which is summarized 
below, for a complete statement of the 
proposed transactions. 

Cedar, CACO, SACO. COCO, and 
SOCO (collectively, “mining subsidiar¬ 
ies") each propose to enter a separate 
master leasing agreement with BLC 
Corp. (“BLC”). a subsidiary of Bank¬ 
ers Leasing Corp., under which BLC 
will commit to lease to the mining sub¬ 
sidiaries mining equipment with an ag¬ 
gregate amortized value not exceeding 
$25,000,000 at any time, except that 
the equipment to be leased to CACO 
will be limited to an aggregate amor¬ 
tized value not exceeding $2,500,000 
(“BLC Leases"). The mining subsidiar¬ 
ies, except for CACO. also each pro¬ 
pose to enter into a separate master 
leasing agreement with Manufacturers 
Hanover Trust Co. (“MHT") under 
which MHT will commit to lease to 
the mining subsidiaries mining equip¬ 
ment with a total cost to MHT not ex¬ 
ceeding $60,000,000 (“MHT Leases"). 

It is stated that the BLC Leases will 
provide for the rental by BLC to each 
lessee of various types of equipment 
for surface and undergoing mining of 
coal. The aggregate amortized value of 
the equipment (the net price paid by 
BLC, including excise, sales and uses 
taxes, installation expenses and 
freight charges, less the sum total of 
quarterly amortization payments by 
the lessee with respect to such equip¬ 
ment) to be leased under all of the 
BLC Leases may not at any time 
exceed $25,000,000. With respect to 
the proposed BLC Leases with CACO, 
the aggregate amortized value of 
equipment under such lease may not 
at any time exceed $2,500,000. 

It is further stated that under the 
BLC Leases, rent will be payable quar¬ 
terly in arrears. Rentals will provide 
for the amortization of BLC’s acquisi¬ 
tion cost over periods of 12 to 40 calen¬ 
dar quarters; the amortization period 
of each item to be determined by the 
lessee at the time the item is placed 
under lease. Each quarterly rental 
payment with respect to an item of 
equipment under lease will consist of 
(i) one quarter's amortization of the 
acquisition cost of the item on a level 
basis over the lease term for that item, 
plus (ii) an additional rental factor, 
applied to BLC’s amortized acquisition 
cost of the item on the first day of the 
quarter, equal to the sum of the 
“monthly lease rates" for each month 
in such quarter, divided by three and 
prorated for the number of days in the 
quarter (360 day basis). Each “month¬ 
ly lease rate" will be equal to 1.05 per¬ 
cent plus the higher of (x) the prime 
interest rate of The Chase Manhattan 
Bank N.A., or (y) the rate charge to 
BLC for dealer-issued 90-day commer¬ 


cial paper, as of the fifteenth day of 
the preceding month. If an item of 
equipment is placed under lease other 
than on the first day of a calendar 
quarter, the rental for each month or 
fraction thereof during that quarter, 
will consist only of the “monthly lease 
rate" for that month, applied to BLC’s 
acquisition cost of the item and pro¬ 
rated for the number of days in the 
month that the item was under lease 
(360 day basis). When the aggregate 
amortization of any item equals the 
acquisition cost of such item, the quar¬ 
terly rent thereafter will be an 
amount equal to 0.125 percent of the 
acquisition costs of the item. 

The BLC Leases will also provide 
that at the expiration of the pre¬ 
scribed amortization period, the lease 
with respect to each item of equip¬ 
ment will automatically be extended 
from quarter to quarter unless the 
lessee elects to terminate it. After 1 
year has elapsed from the date that 
rent for an item first includes amorti¬ 
zation, the lessee may terminate the 
lease of that item if it has become ob¬ 
solete or no longer useul in the lessee’s 
business by selling the item to a third 
party and paying BLC the amortized 
value of the item plus the accrued 
unpaid additional rental factor. If, 
during the term of the BLC lease, the 
coal supply agreement between the 
lessee and its immediate parent is ter¬ 
minated for any reason or modified in 
any way that BLC considers will mate¬ 
rially and adversely affect the ability 
of the lessee to perform its obligations 
under the BLC Lease, BLC will have 
the right to immediately terminate 
the BLC Lease; in which case the 
lessee shall be required to pay BLC 
the amortized value of all equipment 
then under lease and effect a sale of 
the equipment. The BLC leases permit 
equipment under lease to be used by 
third parties. Investment tax credits 
will be for the account of the lessee. 
The BLC leases are net leases with all 
expenses directly related to the trans¬ 
action borne by the lessee. BLC will be 
Indemnified by the lessees against all 
liabilities and risks of loss. 

It is stated that the MHT Leases will 
provide for the rental to each lessee of 
various types of equipment for surface 
and underground mining of coal for 
terms of 3. 5, 7, or 10 years. The total 
cost to MHT (the total price paid by 
MHT, including all freight charges, 
taxes and installation costs) of all 
equipment to be leased under the 
MHT Leases shall not exceed 
$60,000,000 in the aggregate; and of 
that amount the total costs to MHT of 
equipment leased for 10-year term 
shall not exceed $2,000,000 in the ag¬ 
gregate. Rent will be payable quarter¬ 
ly in arrears. Quarterly rental pay¬ 
ments per $1,000 of cost to MHT will 
be approximately $95.87 for a 3-year 
term. $62.49 for a 5-year term, $48.37 


for a 7-year term and $38.01 for a 10- 
year term. All of such rates produce 
an effective lease cost to the lessee of 
8.90 percent per annum. 

It is further stated that the MHT 
Leases do not contain any option to 
renew after the expiration of the origi¬ 
nal lease term. Upon 90 days’ notice to 
MHT, the lessee may terminate its 
MHT Lease as to all of the equipment, 
or as to any item of equipment with a 
cost in excess of $5,000 which has been 
under lease for at least 1 year, by pur¬ 
chasing the item from MHT at a price 
equal to 100.5 percent of its unamor¬ 
tized cost to MHT (the termination 
value), plus all accrued unpaid rent on 
such item and taxes and charges on 
the sale. In lieu of paying the termina¬ 
tion value of an item of equipment, 
the lessee may instead convey to MHT 
an item of equipment of the same type 
and of equivalent value and condition 
to be leased for the remaining balance 
of the lease term. In the event that 
the coal supply agreement between 
the lessee and its immediate parent 
should cease to be in force or be re¬ 
scinded or terminated, the MHT Lease 
will automatically terminate and the 
lessee will be obligated to purchase all 
of the equipment under lease from 
MHT on the next quarterly payment 
date, for the unamortized cost to MHT 
of such equipment, plus all accrued 
unpaid rent and taxes and charges on 
the sale. The lessee may not, without 
the prior written consent of MHT. 
assign the MHT Lease or any interest 
in it or sublease any of the equipment. 
The lessees will have the right to pur¬ 
chase any item of equipment at the 
end of the lease term for a price of $1 
per item. Investment tax credits will 
be for the account of the lessee. The 
MHT Leases are net leases, with all 
expenses directly related to the trans¬ 
action borne by the lessee. MHT will 
be indemnified by the lessees against 
all liabilities and risks of loss. Equip¬ 
ment must be leased within one year 
from the date of the Commission’s 
order granting this application or by 
June 1, 1979, whichever is sooner. 

The mining subsidiaries supply coal 
to their respective parents for use at 
Appalachian’s and Ohio’s coal fired 
generating stations. It is stated that 
the mining equipment to be obtained 
under the BLC and MHT Leases will 
contribute to maintaining and improv¬ 
ing the efficiency and capacity of Ap¬ 
palachian’s and Ohio’s fuel supply op¬ 
erations. The coal mined by the 
mining subsidiaries is of a quality 
which permits it to be burned in con¬ 
formance with environmental stand¬ 
ards applicable to the consuming 
power plants, except for coal produced 
by COCO, which will require blending 
with coal of lower sulfur content to 
meet environmental standards which 
become effective on October 19, 1979. 

The fees and expenses to be incurred 
in connection with the proposed trans- 
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actions are estimated at $8,000. Addi¬ 
tionally. MHT will charge the mining 
subsidiaries a fee of x /% of 1 percent of 
the average daily unused amount of its 
$60,000,000 commitment, commencing 
on the earlier of May 22, 1978, or the 
date of the order of this Commission. 
BLC will not charge a commitment 
fee, but will charge closing costs equal 
to 0.05 # percent of the cost of each 
equipment item leased, payable quar¬ 
terly in arrears. It is stated that no 
State commission and no Federal com¬ 
mission. other than this Commission, 
has jurisdiction over the proposed 
transactions. 

Notice is further given that any in¬ 
terested person may, not later than 
June 30, 1978, request in writing that a 
hearing be held on such matter, stat¬ 
ing the nature of his interest, the rea¬ 
sons for such request, and the issues 
of fact or law raised by said applica¬ 
tion. as amended, which he desires to 
controvert; or he may request that he 
be notified if the Commission should 
order a hearing thereon. Any such re¬ 
quest should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549. A copy of 
such request should be served person¬ 
ally or by mail upon the applicants at 
the above-stated addresses, and proof 
of service (by affidavit or, in case of an 
attorney at law, by certificate) should 
be filed with the request. At any time 
after said date, the application, as 
amended or as it may be further 
amended, may be granted as provided 
in rule 23 of the general rules and reg¬ 
ulations promulgated under the Act. 
or the Commission may grant exemp¬ 
tion from such rules as provided in 
rules 20(a) and 100 thereof or take 
such other action as it may deem ap¬ 
propriate. Persons who request a hear¬ 
ing or advice as to whether a hearing 
is ordered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

George A. Fitzsimmons, 
Secretary. 

[FR Doc. 78-16268 Filed 6-12-78: 8:45 am] 


[8010-01] 

[Rel. No. 20579; 70-61631 

CENTRAL AND SOUTH WEST CORP. ET AL 

Proposed Extension of System Money Pool Ar¬ 
rangement, Proposed Establishment of New 
Short-Term Borrowing Limitations and Re¬ 
quest for Exception From Competitive Bid¬ 
ding 

In the matter of Central & South 
West Corp., 2700 One Main Place, 
Dallas, Tex. 75250; Central Power 
Light Co., P.O. Box 2121, Corpus 


Christi, Tex. 78403; Southwestern 
Electric Power Co., P.O. Box 21106, 
Shreveport, La 71156; Public Service 
Co. of Oklahoma, P.O. Box 201. Tulsa, 
Okla. 74102; West Texas Utilities Co., 
P.O. Box 841, Abilene, Tex. 79604; 
Central & South West Services. Inc., 
2700 One Main Place, Dallas. Tex. 
75250. 

Notice is hereby given that Central 
& South West Corp. (“CSW”). a regis¬ 
tered holding company, and five of its 
subsidiary companies. Central Power 
& Light Co. (“CP<feL”), Southwestern 
Electric Power Co. (“SWEPCO”), West 
Texas Utilities Co. (“WTU”), Public 
Service Co. of Oklahoma (“PSO”) and 
Central & South West Services, Inc., 
(“CSWS”) have filed an application- 
declaration and an amendment there¬ 
to with this Commission pursuant to 
the Public Utility Holding Company 
Act of 1935 (“Act"), designating sec¬ 
tions 6, 7, 9(a), 10. 12(b), and 12(f) 
thereof and rules 43 and 45 promulgat¬ 
ed thereunder as applicable to the pro¬ 
posed transactions. All interested per¬ 
sons are referred to the application- 
declaration, as amended, which is sum¬ 
marized below, for a complete state¬ 
ment of the proposed transactions. 

By order dated December 30, 1976 
(HCAR No. 19829) CSW. CP&L, 
SWEPCO, PSO, WTU and CSWS (col¬ 
lectively the “CSW System” or “Appli¬ 
cants”) were authorized to establish 
and maintain through June 30, 1978 a 
CSW System money pool (“money 
pool”) to coordinate their short-term 
borrowings. The money pool is com¬ 
posed of funds from any one or more 
of the following sources: (i) Surplus 
funds of CSW; (ii) surplus fimds of 
any of the subsidiaries; (iii) borrowings 
by CSW or the subsidiaries from 
banks and (iv) proceeds of CSW’s sales 
of commercial paper. Borrowings by 
each of the constituent companies was 
authorized to be made only within pre¬ 
scribed units and the aggregate 
amount of short-term loans outstand¬ 
ing was not to exceed $115,000,000. 

CSW administers the money pool by 
matching up, to the extent possible, 
short-term cash surpluses and loan re¬ 
quirements of CSW and its various 
subsidiaries. Subsidiary requests for 
short-term loans are met first from 
surplus funds of the other subsidiaries 
which are available to the money pool 
and then from CSW’s corporate funds 
to the extent available. Where these 
sources of funds are insufficient to 
meet short-term loan requests, borrow¬ 
ings are made from outside the 
System. To that end CSW was author¬ 
ized to issue and sell up to 
$115,000,000 of its commercial paper 
to A-G Becker & Co.. Inc., (“Becker”) 
at a discount rate not in excess of the 
discount rate per annum prevailing at 
the time of issuance for commercial 
paper of comparable quality and ma¬ 
turity sold by issuers thereof to com¬ 


mercial paper dealers and at an inter¬ 
est cost not exceeding the effective 
cost of money for unsecured prime 
commercial bank loans prevailing on 
the date of issue of such commercial 
paper. Furthermore, in the event that 
borrowings from banks at the prime 
rate of interest would produce a lower 
cost of money to CSW than the issue 
of its commercial paper, and to the 
extent that funds in the system money 
pool are insuffipient to meet the sub¬ 
sidiaries’ requests for short term loans. 
CSW and the subsidiaries were au¬ 
thorized to borrow from banks from 
time to time prior to July 1. 1978, an 
amount not to exceed $102,020,000 at 
any one time outstanding, and subject 
further to the aggregate short-term 
borrowing limitation of $115,000,000. 

The interest rate applicable to all 
loans of surplus funds through the 
money pool is the rate published in 
the Wall Street Journal for commer¬ 
cial paper placed directly by a major 
finance company and having a term 
most nearly equal to the term of the 
particular money pool loan in ques¬ 
tion. The interest rate applicable to 
the funds borrowed by CSW from ex¬ 
ternal sources and loaned through the 
money pool is equal to CSW’s net cost 
for the external borrowings. 

The money pool authorization was 
subsequently amended in HCAR No. 
20355 to permit CSW or a subsidiary 
to borrow directly from a bank even if 
the cost of such borrowing is not less 
than the cost of equivalent borrowings 
through the money pool if and only to 
the extent that such bank requires 
that the borrowings be made on a con¬ 
dition of maintaining the subsidiary’s 
line of credit with the bank; subject to 
an aggregate limit of $10,000,000 at 
any one time outstanding for all such 
bank borrowings and a limit of 
$5,000,000 at any one time outstanding 
for any one subsidiary. The money 
pool agreement was further amended 
by HCAR No. 20385, increasing the 
total borrowing authorization and au¬ 
thorizing CSW to maintain compen¬ 
sating balances, w r here necessary, not 
in excess of 10 percent of the bank 
lines of credit. 

The applicants now request authori¬ 
ty to extend the money pool arrange¬ 
ment’s authorization through Decem¬ 
ber 31, 1979, subject to new and in¬ 
creased borrowing limitations. Appli¬ 
cants state that in all other salient re¬ 
spects the money pool will operate 
substantially in the same manner that 
it operates in now. 

It is proposed by the Applicants that 
the authorized aggregate amounts out¬ 
standing at any one time be increased 
to $250,000,000 and that the individual 
maximum borrowings outstanding be 
set at the following amounts: CSW, 
$250,000,000; CP&L, $92,000,000; PSO. 
$80,000,000; SWEPCO, $65,000,000; 
and WTU. $32,000,000 but, in no case. 
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to exceed 10 percent or. In the case of 
WTU 20 percent, of the aggregate of 
the borrowers secured debt, capital 
stock and premiums thereon and. sur¬ 
plus at the time of borrowing. 

Applicants state that the proceeds of 
any short-term borrowings, except by 
CSWS, would be used (i) in the case of 
borrowings by CPL. PSO, SWEPCO 
and WTU (the ‘‘operating companies") 
for the interim financing of their capi¬ 
tal programs during the period and to 
provide for other temporary working 
capital needs; (ii) in the case of bor¬ 
rowings by CSW. to loan or contribute 
as capital to the subsidiaries for such 
purposes; and (iii) to repay borrowings 
previously incurred for such purposes. 

The estimated capital programs for 
1978 and 1979 for the operating com- 


panies are as follows: 


1978 

1979 

CP&L.. 

_ $247,000,000 

$218,000,000 

PSO.. 

_ 257.000.000 

251.000.000 

SWEPCO- 

_ 110.000.000 

142.000.000 

WTU...... 

_ 21.000,000 

24.000.000 


It is stated that none of the proceeds 
from such borrowings will be utilized 
to pay the cost of facilities ("intercon¬ 
nection facilities") which would not be 
needed to provide service to customers 
of any of the operating companies if 
such operating company were not part 
of the CSW System, nor will any ex¬ 
penditures be made by any of the op¬ 
erating companies for the construction 
or acquisition of any facility not so 
needed prior to the time all funds cov¬ 
ered by this Application-Declaration 
have been expended. For the purposes 
of the foregoing representation, there 
is included within the meaning of the 
term "interconnection facilities" all fa¬ 
cilities, construction or acquisition of 
which is or would be part of any pro¬ 
posal for synchronous interstate oper¬ 
ation of the CSW System forming the 
subject of the proceedings in Central 
and South West Corporation, et al. 
(Admin. Proc. File No. 3-4951) which 
would not also be required for the con¬ 
tinuation of dissynchronous inter¬ 
state/intrastate operation in the mode 
presently prevailing in the Central 
and South West System. 

Proceeds of borrowings by CSWS 
will be used to provide working capital 
for CSWS’s operations or to repay bor¬ 
rowings used for such purpose. 

At March 31. 1978, the Applicants 
had the following amounts of short¬ 
term borrowings outstanding, all of 
which were in the form of open ac¬ 
count advances from CSW: 

csw_ o 

cpl __— o 

pso ..— o 

SWEPCO_ $23,880,000 

WTU_ 14,000.000 

CSWS_ 600.000 

The applicants state that in all 
other salient aspects the organization 
and functioning of the CSW System 


money pool will remain identical to 
that previously authorized in HCAR 
No. 19829 and as subsequently modi¬ 
fied in HCAR Nos. 20355 and 20305. 

Applicants state that presently there 
are no compensating balance arrange¬ 
ments under any of the lines of credit 
maintained by them. The applicants 
have in the past been able to borrow 
from banks at the prime rate available 
to commercial borrowers. If it is as¬ 
sumed that the prime rate is 8 Vi per¬ 
cent (as quoted in the Wall Street 
Journal for June 5, 1978) and that a 
maximum compensating balance of 20 
percent is required, the effective inter¬ 
est rate would be 10.625 percent. CSW 
requests exemption from the competi¬ 
tive bidding requirements of rule 50 
under the Act in connection with the 
proposed issuance of commercial 
paper pursuant to paragraph (a)(5)(B) 
thereof. 

It is stated that no state commission 
and no Federal commission, other 
than this Commission, has jurisdiction 
over the proposed transaction. It is 
further stated that the fees and ex¬ 
penses to be incurred in connection 
with the proposed transaction are esti¬ 
mated at $13,500 including rating 
agency fees of $10,500 and $500 in 
legal fees. 

Notice is further given that any in¬ 
terested person may, not later than 
June 29, 1978, request in writing that a 
hearing be held on such matter, stat¬ 
ing the nature of his interest, the rea¬ 
sons for such request, and the issues 
of fact or law raised by said applica¬ 
tion-declaration as amended, which he 
desires to controvert; or he may re¬ 
quest that he be notified if the Com¬ 
mission should order a hearing there¬ 
on. Any such request should be ad¬ 
dressed: Secretary, Securities and Ex¬ 
change Commission, Washington, D.C. 
20549. A copy of such request should 
be served personally or by mail upon 
the applicants-declarants at the above- 
stated addresses, and proof of service 
(by affidavit or. in case of an attorney 
at law. by certificate) should be filed 
with the request. At any time after 
said date, the application-declaration, 
as amended, or as it may be further 
amended, may be granted and permit¬ 
ted to become effective as provided in 
rule 23 of the general rules and regula¬ 
tions promulgated under the Act, or 
the Commission may grant exemption 
from such rules as provided in rules 
20(a) and 100 thereof or take such 
other action as it may deem appropri¬ 
ate. Persons who request a hearing or 
advice as to whether a hearing is or¬ 
dered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered) 
and any postponements thereof. 


For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

George A. Fitzsimmons. 

Secretary . 

IFR Doc. 78-16269 Filed 6-12-78; 8:45 ami 


[ 8010 - 01 ] 

[Release No. 20580; 70-6169) 

LOUISIANA POWER & LIGHT CO. 

Proposed Issuance and Sale of Firsf Mortgage 

Bonds at Competitive Bidding 

June 6. 1978. 

Notice is hereby given that Louisi¬ 
ana Power & Light Co. ("Louisiana"), 
142 Delaronde Street, New Orleans, 
La. 70174. an electric utility subsidiary 
of Middle South Utilities. Inc., a regis¬ 
tered holding company, has filed a 
declaration with this Commission pur- . 
suant to the Public Utility Holding 
Company Act of 1935 ("Act"), desig¬ 
nating Sections 6(a) and 7 of the Act 
and Rule 50 promulgated thereunder 
as applicable to the proposed transac¬ 
tion. All interested persons are re¬ 
ferred to the declaration, which is 
summarized below, for a complete 
statement of the proposed transaction. 

Louisiana proposes to issue and sell 
at competitive bidding up to 
$60,000,000 principal amount of its 
First Mortgage Bonds of a new series 
having a term of not less than five nor 
more than 30 years. Louisiana will de¬ 
termine and give notice of. the maturi¬ 
ty date of the bonds not later than 11 
a.m. on the third business day preced¬ 
ing the day fixed for the presentation 
of bids. The interest rate of the bonds 
and the price, exclusive of accrued In¬ 
terest, to be paid to Louisiana for the 
bonds will be not less than 98 percent 
nor more than 101% percent of the 
principal amount thereof, and will be 
determined by competitive bidding. 
The bonds will be issued under the 
Mortgage and Deed of Trust, dated as 
of April 1, 1944, between Louisiana 
and The Chase Manhattan Bank 
(N.A.), as trustee, as heretofore sup¬ 
plemented by various indentures and 
as it is to be further supplemented by 
a twenty-fifth supplemental indenture 
to be dated the first day of the calen¬ 
dar month In which the bonds are 
issued. The bonds will be redeemable, 
at the option of Louisiana, in whole or 
in part at any time prior to maturity. 
The supplemental indenture will in¬ 
clude a prohibition, for a period of not 
more than five years, against refund¬ 
ing the bonds directly or indirectly, 
with funds borrowed at a lower effec¬ 
tive interest cost. 

Louisiana will use the net proceeds 
derived from the sale of the bonds to 
pay, in part, short-term borrowings es¬ 
timated to total $75,000,000 at the 
time the proceeds are received, to fi- 
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nance. In part, Louisiana’s construc¬ 
tion program, and for other corporate 
purposes. 

The fees and expenses to be incurred 
in connection with the proposed trans¬ 
action are estimated at $180,000, in¬ 
cluding legal fees of $48,000 and ac¬ 
counting fees of $12,500. The fee of 
counsel for the purchasers of the 
bonds is estimated at $17,000 and will 
be paid by the successful bidders. It is 
stated that no State commission and 
no Federal commission, other than 
this Commission, has jurisdiction over 
the proposed transaction. 

Notice is further given that any in¬ 
terested person may, not later than 
June 30, 1978, request in writing that a 
hearing be held on such matter, stat¬ 
ing the nature of his interest, the rea¬ 
sons for such request, and the issues 
of fact or law raised by the filing 
which he desires to controvert; or he 
may request that he be notified if the 
Commission should order a hearing 
thereon. Any such request should be 
addressed: Secretary. Securities and 
Exchange Commission. Washington, 
D.C. 20549. A copy of such request 
should be served personally or by mail 
upon the declarant at the above-stated 
address, and proof of service (by affi¬ 
davit or, in case of an attorney at law, 
by certificate) should be filed with the 
request. At any time after said date, 
the declaration, as filed or as it may be 
amended, may be permitted to become 
effective as provided in Rule 23 of the 
general rules and regulations promul¬ 
gated under the Act, or the Commis¬ 
sion may grant exemption from such 
rules as provided in Rules 20(a) and 
100 thereof or take such other action 
as it may deem appropriate. Persons 
who request a hearing or advice as to 
whether a hearing is ordered will re¬ 
ceive any notices or orders issued in 
this matter, including the date of the 
hearing (if ordered) and any postpone¬ 
ments thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

George A. Fitzsimmons, 
Secretary. 

[FR Doc. 78-16270 Filed 6-12-78; 8:45 am) 


[8010-011 

[Release No. 10270: 812-43041 

NATIONAL GOVERNMENT SECURITIES TRUST, 
FIRST GNMA SERIES AND SIMILAR AND 
SUBSEQUENT SERIES 

Filing of Application for Order Granting 
Exemption 

June 6. 1978. 

Notice is hereby given that National 
Government Securities Trust, First 
GNMA Series and Similar and Subse¬ 
quent Series (“Applicant”), c/o Thom¬ 
son McKinnon Securities Inc., One 


NOTICES 

New York Plaza, New York, N.Y. 
10004, a unit investment trust regis¬ 
tered under the Investment Company 
Act of 1940 (“Act”), filed an applica¬ 
tion on May'5, 1978, and an amend¬ 
ment thereto on June 6, 1978, pursu¬ 
ant to Section 6(c) of the Act for ex¬ 
emption from the provisions of section 
14(a) of the Act and Rules 19b-l and 
22c-1 under the Act. All interested 
persons are referred to the application 
on file with the Commission for a 
statement of the representations 
therein, which are summarized below. 

Applicant is composed of unit invest¬ 
ment trusts which will be organized 
under the laws of the Commonwealth 
of Massachusetts as set forth below. 
Thomson McKinnon Securities Inc. 
and Piper, Jaffray & Hopwood Inc. 
presently act as Sponsors of the Appli¬ 
cant. The public sale of the fractional 
undivided interests in such trusts (the 
“Units”) may be made through the 
Sponsors as sole Underwriters or 
through an underwriting account. 

Each Series of the Applicant will be 
governed by a trust agreement for 
that Series (hereinafter called the 
“Trust Agreement”) under which the 
Sponsors (or any succeeding sponsor 
or sponsors) will act as such. United 
States Trust Co. of New York will act 
as Trustee, State Street Bank and 
Trust Co. (Boston. Mass.) will act as 
co-Trustee, and Interactive Data Ser¬ 
vices, Inc. will act as Evaluator. In the 
case of subsequent Series and subject 
to compliance with the applicable pro¬ 
visions of the Trust Agreements relat¬ 
ing thereto, other firms may act as 
Sponsor or Sponsors in addition to or 
in substitution for the Sponsors listed 
above, the public sale of the Units may 
be accomplished through the Sponsors 
as sole underwriters or through an un¬ 
derwriting account, which shall in¬ 
clude other investment banking firms 
(all such firms are sometimes herein¬ 
after collectively called the “Spon¬ 
sors”). The Sponsors listed above have 
agreed that if none of the sponsors 
listed above would remain a Sponsor 
as a result of any such proposed sub¬ 
stitution, the Sponsors shall, as a con¬ 
dition to such substitution, cause to be 
filed a new Registration Statement 
under the Act concerning the Appli¬ 
cant. Also, in future Series a different 
bank may act as co-Trustee or as 
Trustee and a different evaluating 
firm may act as Evaluator. The Trust 
Agreement for each Series will contain 
terms and conditions of trust common 
to all Series. 

Pursuant to the Trust Agreement, 
the Sponsors will deposit with the 
Trustee not less than $3,000,000 prin¬ 
cipal amount of securities backed by 
the full faith and credit of the United 
States, including contracts and funds 
(represented by cash, cash equivalents 
and/or an irrevocable letter of credit 
issued by a major commercial bank) 


for the purchase of such obligations 
(hereinafter called the “Securities”), 
which the Sponsors shall have accu¬ 
mulated for such purpose. After such 
deposit, the Trustee will deliver to the 
Sponsors registered certificates for 
Units (at the rate of approximately 
one Unit for each $1,000 principal 
amount or par or liquidation value of 
the Securities deposited) representing 
the entire ownership of the Series. 
Following the deposit, an amendment 
which forms the basis for the final 
prospectus relating to the Series will 
be filed with the Commission. 

The application states that the 
Units will then be offered for sale to 
the public by the Sponsors separately 
through a final prospectus at the 
public offering prices set forth therein 
plus the sales charges specified. The 
sales charges may vary in the case of 
subsequent Series which may or may 
not be offered in conjunction with the 
securities of other investment compa¬ 
nies. The public offering prices are 
based upon the aggregate offering side 
evaluation of the underlying Securi¬ 
ties in the Trust portfolio, plus a sales 
charge. Aggregate offering side evalua¬ 
tion of the Securities is to be deter¬ 
mined by the Evaluator on each busi¬ 
ness day during the initial public of¬ 
fering period and on the last business 
day of each week upon completion of 
the initial public offering as of the 
Evaluation Time (the “Evaluation 
Time”) set forth in the Prospectus for 
each Series (in the case of the First 
GNMA Series, 3:30 p.m.. New York 
time), effective for all sales made 
during the preceding 24 hours or the 
following week, respectively. 

The Sponsors will accumulate the 
Securities for the purpose of deposit in 
the Applicant’s First GNMA Series 
and a similar procedure of accumulat¬ 
ing the Securities will be followed for 
each future Series. The Securities to 
be deposited in the First GNMA Series 
will primarily be mortgage-backed se¬ 
curities of the modified pass-through 
type fully guaranteed as to principal 
and interest by the Government Na¬ 
tional Mortgage Association, although 
up to 20 percent of the portfolio of 
such Series may be other types of se¬ 
curities backed by the full faith and 
credit of the United States. The appli¬ 
cation states that it is possible that 
subsequent Series will contain Securi¬ 
ties issued or guaranteed by the 
United States Government or other 
United States Government agencies or 
instrumentalities. The securities for 
the First GNMA Series will be selected 
on the basis of (i) the types of such se¬ 
curities available, (ii) the prices and 
yields of such securities relative to 
other comparable securities, and (iii) 
the maturities of such securities. 

The application states that while 
the Sponsors are not obligated to do 
so. it is their present Intention to 
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maintain a market for Units of each 
Series of the Applicant and continu¬ 
ously to offer to purchase Units at 
prices based upon the aggregate offer¬ 
ing price of the underlying Securities. 

Section 14(a) 

Section 14(a) of the Act, in sub¬ 
stance, provides that no registered in¬ 
vestment company and no principal 
underwriter for such a company shall 
make a public offering of securities of 
which such company is the issuer 
unless (1) the company has a net 
worth of at least $100,000; (2) at the 
time of a previous public offering it 
had a net worth of $100,000; or (3) pro¬ 
vision is made that a net worth of 
$100,000 will be obtained from not 
more than twenty-five responsible per¬ 
sons within ninety days, or the entire 
proceeds received, including sales 
charge, will be refunded. 

Applicant asserts that Section 14(a) 
of the Act is intended to limit the for¬ 
mation of undercapitalized investment 
companies. Applicant states that it is 
intended that each Series, at the date 
of deposit and before any Unit is of¬ 
fered to the public, will have a net 
worth far in excess of $100,000, that 
the Sponsors intend to sell all Units to 
the public at offering prices disclosed 
in the prospectus for such Series, that 
it is intended that a secondary market 
for the Units be maintained, and that 
interest rates and other applicable in¬ 
formation concerning the underlying 
Securities will be disclosed in the Pro¬ 
spectus. 

The Sponsors have agreed to the re¬ 
quested exemption being subject to 
the condition that they will refund, on 
demand and without deduction, all 
sales charges paid by purchasers of 
Units in the initial public offering of a 
Series if, within 90 days from the time 
that the Registration Statement relat¬ 
ing to such Series becomes effective, 
either (i) the net worth of such Series 
shall be reduced to less than $100,000, 
or (ii) such Series shall have been ter¬ 
minated. The Sponsors have further 
agreed to instruct the Trustee on the 
date of deposit of each Series that in 
the event that redemption by the 
Sponsors of Units constituting a part 
of the unsold Units of a Series shall 
result in that Series having a net 
worth of less than $500,000, the Trust¬ 
ee shall terminate such Series in the 
manner provided in the Trust Agree¬ 
ment and distribute any securities or 
other assets deposited with the Trust¬ 
ee in connection with such Series pur¬ 
suant to the Trust Agreement as pro¬ 
vided therein. The Sponsors further 
agree, in such event, to refund any 
sales charges to any purchaser of 
Units purchased from the Sponsors or 
any dealer participating in the under¬ 
writing on demand and without deduc¬ 
tion. 


Rule 19b-l 

Rule 19b-l(a) provides, in part, that 
no registered investment company 
which is a “regulated investment com¬ 
pany” as defined in Section 851 of the 
Internal Revenue Code shall make 
more than one distribution of long¬ 
term capital gains in any one taxable 
year of such investment company. 

Applicant proposes to make monthly 
distributions of principal and interest 
to Unit holders. Applicant states that 
distributions of principal constituting 
capital gains to Unit holders may arise 
in three instances; (1) If an issuer calls 
or redeems a Security held in the 
Portfolio, the sums received will be 
distributed to Unit holders on the 
next distribution date; (2) if Units are 
redeemed by the Trustee and Securi¬ 
ties from the portfolio are sold to pro¬ 
vide the funds necessary for such re¬ 
demption each Unit holder will receive 
his pro rata portion of the proceeds 
from the securities sold; and (3) if Se¬ 
curities are disposed of in order to 
maintain the qualification* of such 
Series as a regulated investment com¬ 
pany under the Internal Revenue 
Code. In such instances, a Unit holder 
may receive in his distribution funds 
which constitute capital gains because 
the value of the Securities redeemed 
or sold may have increased since the 
date of initial deposit. 

Applicant states that the dangers 
against which Rule 19b-l is intended 
to guard will not exist in connection 
with any Series of Applicant, because 
neither Applicant nor the Sponsors 
has control over the events which 
could trigger capital gains. Applicant 
seeks to make a combined distribution 
of principal, including capital gains, 
and interest each month, and states 
that any capital gains in such distribu¬ 
tion will be clearly indicated as such in 
accompanying reports to Unit holders. 
Applicant further notes that para¬ 
graph (b) of Rule 19b-l provides that 
a unit investment trust may distribute 
capital gain dividends received from a 
“regulated investment company” 
within a reasonable time after receipt. 
Applicant states that the purpose 
behind such provision is to avoid forc¬ 
ing unit investment trusts to accumu¬ 
late valid distributions received 
throughout the year and distribute 
them only at year end. Applicant fur¬ 
ther alleges that its situation places it 
squarely within the purpose of such 
provision. In order to comply with the 
literal requirements of the Rule, how¬ 
ever, Applicant would be forced to 
hold any moneys which would consti¬ 
tute capital gains upon distribution 
until the end of its taxable year. Ap¬ 
plicant contends that such a practice 
would clearly be to the detriment of 
the Unit holders. 

Rule 22c-1 

Rule 22c-l provides, in part, that re¬ 
deemable securities of registered in¬ 


vestment companies may be sold, re¬ 
deemed, or repurchased at a price 
based on the current net asset value 
(computed on each day during which 
the New York Stock Exchange is open 
for trading not less frequently than 
once daily as of the time of the close 
of trading on such Exchange) which is 
next computed after receipt of a 
tender of such security for redemption 
or of an order to purchase or sell such 
security. 

Applicant states that the Rule has 
two purposes: (1) To eliminate or to 
reduce any dilution of the value of 
outstanding redeemable securities of 
registered investment companies 
which would occur through the re¬ 
demption or repurchase of such securi¬ 
ties at a price above their net asset 
value or the sale of such securities at a 
price based on a previously established 
net asset value which would permit a 
potential investor to take advantage of 
an upswing in the market and the ac¬ 
companying increase in the net asset 
value of the securities; and (2) to mini¬ 
mize speculative trading practices in 
the securities of registered investment 
companies. 

Applicant represents that the Spon¬ 
sors intend to maintain a market for 
the Units and continuously to offer to 
purchase Units, at prices in excess of 
redemption prices. For purposes of the 
secondary market transactions, an 
evaluation will only be made once 
each week. Applicant asserts that the 
sale and repurchase of Units of the 
Applicant in the secondary market 
cannot dilute the value of outstanding 
securities. Such sales and repurchases 
will be made only by the Sponsors and 
not the Trustee and in no way involve 
the assets of any Trust. 

Applicant claims that public Unit 
holders benefit from the Sponsors’ 
pricing procedure in the secondary 
market, because they receive a nor¬ 
mally higher repurchase price for 
their units without the cost burden of 
daily evaluation of the Unit redemp¬ 
tion price. Moreover, the application 
states that the Sponsors have under¬ 
taken to adopt a procedure whereby 
the Evaluator, without a formal evalu¬ 
ation. will provide the Sponsors with 
estimated evaluations on trading days. 
In the case of a repurchase, if the Eva¬ 
luator cannot state that the previous 
Friday’s price is at least equal to the 
current bid price, the Sponsors will 
order a full evaluation. In case of 
resale, if the Evaluator cannot state 
that the previous Friday’s price is no 
more than one-half point greater than 
the current offering price, a full evalu¬ 
ation will be ordered. 

Applicant states that interest is gen¬ 
erally paid on mortgage-backed securi¬ 
ties of the modified pass-through type 
on a monthly basis, and is calculated 
at the coupon rate of the securities 
based on the principal amount of the 
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underlying mortgages outstanding at 
the close of business on the last day of 
the preceding month. Applicant fur¬ 
ther states that there is a period of a 
few days (usually not more than 7 or 8 
business days) beginning on the first 
day of each month, during which the 
precise amount of the various mort¬ 
gages underlying each of such mort¬ 
gage-backed securities has not yet 
been reported by the issuer to the 
Government National Mortgage Asso¬ 
ciation and made generally available 
in the marketplace. Therefore, accord¬ 
ing to Applicant, with respect to the 
First GNMA Series and any subse¬ 
quent Series which plan to invest in 
portfolios containing mortgage-backed 
securities, the Sponsors expect that 
there will be a period of a few days 
during the first part of every month 
when the precise principal amount of 
such securities in the portfolio of the 
Series wdll not be known, although the 
precise amount as of the close of busi¬ 
ness furnished on the last day of the 
preceding month will be known. Appli¬ 
cant states that the Sponsors expect 
that the differences in such principal 
amounts from month to month for 
any Series will not be significant. Nev¬ 
ertheless. according to Applicant, the 
Sponsors will adopt procedures as to 
pricing and evaluation for the Units of 
each Series as set forth in the applica¬ 
tion with such modifications, if any, as 
they deem necessary for the protec¬ 
tion of Unit holders, which will mini¬ 
mize the impact of differences, with 
the result that this situation will not 
have, in Applicant's view, a material 
impact upon the calculation of the 
public offering price per Unit, the re¬ 
purchase price per Unit in the second¬ 
ary market or the redemption price 
per Unit. 

Finally, Rule 22c-1 requires that net 
asset value be determined as of the 
time of the close of trading on the 
New York Stock Exchange. Applicant 
asserts that it is anticipated that only 
rarely will Securities in the portfolios 
of the various Series be listed on the 
New York Stock Exchange and, if so 
listed, the principal market therefor 
would be over-the-counter. It is con¬ 
tended that the time of the close of 
trading on the New York Stock Ex¬ 
change therefore bears little relation¬ 
ship to the evaluation procedures used 
in determining net asset value for the 
Series. Since the evaluation procedure 
depends heavily on developments in 
the over-the-counter market during 
the day on which the evaluation is 
made, Applicant asserts that the Eva¬ 
luator has indicated that 3:30 p.m. is 
the most reliable time for evaluations, 
regardless of the time of the close of 
trading on the New York Stock Ex¬ 
change. which may change from time 
to time. 

Section 6(c) of the Act provides, in 
part, that the Commission may condi¬ 


tionally or unconditionally exempt 
any person, security, or transaction, or 
any class or classes of persons, securi¬ 
ties. or transactions from any provi¬ 
sions of the Act or of any rule or regu¬ 
lation under the Act, if and to the 
extent such exemption is necessary or 
appropriate in the public interest, and 
consistent with the protection of in¬ 
vestors and the purposes fairly intend¬ 
ed by the policy and provisions of the 
Act. 

Notice is further given that any in¬ 
terested person may, not later than 
June 28, 1978, at 5:30 p.m.. submit to 
the Commission in writing a request 
for a hearing on the matter accompa¬ 
nied by a statement as to the nature of 
his interest, the reason for such re¬ 
quest, and the issues, if any, of fact or 
law proposed to be controverted, or he 
may request that he be notified if the 
Commission shall order a hearing 
thereon. Any such communication 
should be addressed: Secretary, Securi¬ 
ties and Exchange Commission, Wash¬ 
ington, D.C. 20549. A copy of such re¬ 
quest shall be served personally or by 
mail upon Applicants) at the 
address(es) stated above. Proof of such 
service (by affidavit, or in case of an 
attorney-at-law, by certificate) shall be 
filed contemporaneously with the re¬ 
quest. As provided by Rule 0-5 of the 
rules and regulations promulgated 
under the Act, an order disposing of 
the application will be issued as of 
course following said date unless the 
Commission thereafter orders a hear¬ 
ing upon request or upon the Commis¬ 
sion’s own motion. Persons who re¬ 
quest a hearing, or advice as to wheth¬ 
er a hearing is ordered, will receive 
any notices and order issued in this 
matter, including the date of the hear¬ 
ing (If ordered) and any postpone¬ 
ments thereof. 

For the Commission, by the Division 
of Investment Management, pursuant 
to delegated authority. 

George A. Fitzsimmons, 
Secretary. 

[FR Doc. 78-16271 FUed 6-12-78: 8:45 am) 


[ 4710 - 07 ] 

DEPARTMENT OF STATE 

[Public Notice CM-8167) 

ADVISORY COMMITTEE ON TRANSNATIONAL 
ENTERPRISES 

Revision of Prott Release No. 227 of May 24 

The Department of State will hold 
meetings for two of the Working 
Groups of the Advisory Committee on 
Transnational Enterprises. The Work¬ 
ing Group on the UN/OECD Invest¬ 
ment Undertakings will meet June 27 
from 2 p.m. to 5 p.m. in Room 1205 of 
the State Department, 2201 C Street 
NW., Washington, D.C. The Working 


Group on Accounting Standards will 
meet June 28 from 2 to 5 p.m. in Room 
1207 of the State Department. The 
meeting will be open to the public. 

The Working Group on Accounting 
Standards was originally scheduled to 
meet June 27. Unavoidable scheduling 
conflicts encountered by members of 
the Committee required a postpone¬ 
ment until June 28. At the meeting, 
the Working Group will review devel¬ 
opments on the standardization of ac¬ 
counting practices within the UN, 
OECD, and international and national 
professional groups. 

The June 27 meeting on UN/OECD 
investment matters will review the re¬ 
sults of the Fourth Session of the UN 
Commission on Transnational Corpo¬ 
rations, and discuss preparations for 
the July 3-4 meeting of the OECD’s 
Committee on International Invest¬ 
ment and Multinational Enterprises. 

Requests for further information on 
the meeting should be directed to 
Richard Kauzlarich, Office of Invest¬ 
ment Affairs, Bureau of Economic and 
Business Affairs, Department of State, 
Washington, D.C. 20520. He may be 
reached by telephone on area code 
202-632-2728. 

Members of the public wishing to 
attend the meeting must contact Mr. 
Kauzlarich’s office in order to arrange 
entrance to the State Department 
Building. 

The Chairman of each working 
group will, as time permits, entertain 
oral comments from members of the 
public attending the meetings. 

Dated: June 2, 1978. 

Richard D. Kauzlarich, 
Executive Secretary. 

[FR Doc. 78-16245 Filed 6-12-78; 8:45 am) 


[ 4810 - 22 ] 

DEPARTMENT OF THE TREASURY 

Customs Service 

OPTIC LIQUID LEVEL SENSINO SYSTEMS FROM 
CANADA 

Preliminary Countervailing Dufy Determination 

AGENCY: U.S. Customs Service. 
Treasury Department. 

ACTION: Preliminary countervailing 
duty determination. 

SUMMARY: This notice is to inform 
the public that a countervailing duty 
investigation has resulted in a prelimi¬ 
nary determination that the Govern¬ 
ment of Canada has given benefits 
which are considered to be bounties or 
grants on the manufacture or exporta¬ 
tion of optic liquid level sensing sys¬ 
tems by Honeywell. Ltd. A final deter¬ 
mination will be made by November 
14. 1978. Interested persons are invited 
to comment on this action. 

EFFECTIVE DATE: June 13, 1978. 
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FOR FURTHER INFORMATION 
CONTACT: 

Vincent P. Kane, Operations Officer. 

UJS. Customs Service, Duty Assess¬ 
ment Division, 1301 Constitution 

Avenue NW., Washington, D.C. 

20229, telephone 202-566-5492. 

SUPPLEMENTARY INFORMATION: 
On January 25, 1978, a “Notice of Re¬ 
ceipt of Countervailing Duty Petition 
and Initiation of Investigation” was 
published in the Federal Register (43 
FR 3453). The notice stated that a pe¬ 
tition had been received alleging that 
payments or bestowals conferred by 
the Government of Canada upon the 
manufacture, production, or exporta¬ 
tion of optic liquid level sensing sys¬ 
tems constitute the payment or be¬ 
stowal of a bounty or grant, directly or 
indirectly, within the meaning of sec¬ 
tion 303 of the Tariff Act of 1930. as 
amended (19 U.S.C. 1303) (referred to 
in this notice as “the Act”). 

The optic liquid level sensing sys¬ 
tems under consideration are produced 
in Canada by Honeywell. Ltd., and are 
used to prevent the overfilling of tank 
trucks and storage tanks in the petro¬ 
leum industry. 

On the basis of an investigation con¬ 
ducted pursuant to section 159.47(c) of 
the Customs regulations (19 CFR 
159.47(c)), it tentatively has been de¬ 
termined that benefits have been re¬ 
ceived by Honeywell, Ltd., in produc¬ 
ing optic liquid level sensing systems 
which may constitute bounties or 
grants within the meaning of the Act. 

The program preliminarily found to 
be a bounty or grant was the partial 
payment by the Canadian Govern¬ 
ment of costs incurred by Honeywell, 
Ltd., in the commercial introduction 
of optic liquid level sensing systems. 
The funds allocated were used to 
defray the costs of commercial feasi¬ 
bility studies, prototype production 
and the adaptation of prototype pro¬ 
duction to full scale commercial pro¬ 
duction among other things. Eligibility 
for these funds is not contingent upon 
future export performance. However, 
this type of assistance would be re¬ 
garded as a bounty or grant if the pre¬ 
ponderance of production is exported 
and if the dollar amount of the assist¬ 
ance expressed as a percent of sales is 
significant. Information received to 
date indicates that in 1977 a prepon¬ 
derance of Honeywell’s total produc¬ 
tion of this product was exported and 
the ad valorem benefit received by 
Honeywell from the grants was 17.8 
percent. Both of these figures are con¬ 
sidered sufficient to warrant consider¬ 
ing these payments as bounties or 
grants for the purposes of a prelimi¬ 
nary determination. 

Before a final determination is 
made, consideration will be given to 
any relevant data, views, or arguments 
submitted in writing with respect to 


this preliminary determination. Sub¬ 
missions should be addressed to the 
Commissioner of Customs. 1301 Con¬ 
stitution Avenue NW., Washington. 
D.C. 20229, in time to be received by 
his office on or before July 13, 1978. 

This preliminary determination is 
published pursuant to section 303(a) 
of the Tariff Act of 1930, as amended 
(19 U.S.C. 1303(a)). 

Pursuant to Reorganization Plan No. 
26 of 1950 and Treasury Department 
Order 190, Revision 15, March 16, 
1978, the provisions of Treasury De¬ 
partment Order No. 165, Revised, No¬ 
vember 2, 1954, and section 159.47 of 
the Customs regulations (19 CFR 
159.47), insofar as they pertain to the 
issuance of a preliminary countervail¬ 
ing duty determination by the Com¬ 
missioner of Customs, are hereby 
waived. 

Dated: May 26, 1978. 

Robert H. Mundheim, 
General Counsel of the Treasury. 

CFR Doc. 78-16258 Filed 6-12-78; 8:45 am) 


[ 4510 - 29 ] 

[ 4830 - 01 ] 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

DEPARTMENT OF LABOR 

Pension and Welfare Benefit Programs 
EMPLOYEE BENEFIT PLANS 

Proposed Exemption for a Transaction Involv¬ 
ing the American Medical Association Mem¬ 
bers’ Retirement Plan (Application No. D- 
771) 

AGENCIES: Department of the Treas¬ 
ury/Internal Revenue Service and De¬ 
partment of Labor. 

ACTION: Notice of proposed exemp¬ 
tion. 

SUMMARY: This document contains 
a notice of pendency before the Inter¬ 
nal Revenue Service and the Depart¬ 
ment of Labor (the agencies) of a pro¬ 
posed exemption from the prohibited 
transactions restrictions of the Em¬ 
ployee Retirement Income Security 
Act of 1974 (the act) and from certain 
taxes imposed by the Internal Reve¬ 
nue Code of 1954 (the code). The pro¬ 
posed exemption would exempt the 
purchase by the American Medical As¬ 
sociation (A.M.A.) of certain parcels of 
real property from the American 
Medical Association members’ retire¬ 
ment plan (M.R.P.). The proposed ex¬ 
emption, if granted, would affect par¬ 
ticipants and beneficiaries of the 
M.R.P., the A.M.A., and other persons 
participating in the proposed transac¬ 
tion. 

DATES: Written comments and re¬ 
quests for a public hearing must be re¬ 
ceived by the Internal Revenue Serv¬ 
ice on or before July 21. 1978. 


ADDRESSES: All written comments 
and requests for a hearing (at least six 
copies) should be sent to: Internal 
Revenue Service, 1111 Constitution 
Avenue NW.. Washington, D.C. 20224, 
Attention: E:EP:PT:2 (Application No. 
D-771). The application for exemption 
and the comments received will be 
available for public inspection in the 
Internal Revenue Service National 
Office Reading Room, Room 1565, 
1111 Constitution Avenue NW., Wash¬ 
ington. D.C. 20224, and in the Public 
Documents Room of Pension and Wel¬ 
fare Benefit Programs, Room N-4677, 
U.S. Department of Labor, 200 Consti¬ 
tution Avenue NW., Washington, D.C. 
20216. 

FOR FURTHER INFORMATION 
CONTACT: 

Tom Mahoney of the Prohibited 
Transactions Staff, Employee Plans 
Division, Internal Revenue Service, 
202-566-3089 (this is not a toll-free 
number). 

SUPPLEMENTARY INFORMATION: 
Notice is hereby given of the pendency 
before the agencies of an application 
for exemption from the restrictions of 
sections 406(a)(1) (A) and (D) and 
406(b) (1) and (2) of the act and from 
the taxes imposed by sections 4975 (a) 
and (b) of the code by reason of sec¬ 
tion 4975(c)(1) (A), (D). or (E) of the 
code. The proposed exemption was re¬ 
quested in an application filed by the 
A.M.A., the M.R.P., and the Harris 
Trust & Savings Bank of Chicago, Ill. 
(the Harris Bank), pursuant to section 
408(a) of the act and section 4975(c)(2) 
of the code, and in accordance with 
the procedures set forth in ERISA 
Procedure 75-1 (40 FR 18471. April 28. 
1975) and Rev. Proc. 75-26, 1975-1 C.B. 
722. 

Summary of Facts and 
Representations 

The application contains facts and 
representations with regard to the 
proposed exemption which are sum¬ 
marized below. Interested persons are 
referred to the application on file with 
the agencies for the complete repre¬ 
sentations of the applicants. 

1. The American Medical Association 
(A.M.A.) is an Illinois not-for-profit 
corporation with principal offices at 
535 North Dearborn Street, Chicago, 
Ill. Its membership consists of ap¬ 
proximately 175,000 physicians. 

2. The American Medical Association 
members’ retirement plan (M.R.P.) is 
an H.R. 10 master plan which the 
A.M.A. sponsors for the benefit of its 
members and their employees. The 
M.R.P. was established in 1963 and by 
January 1977 had 9,700 participants. 

3. Any A.M.A. member or any part¬ 
nership having one or more A.M.A. 
members may become a participating 
employer by executing an agreement 
adopting A.M.A.’s members’ retire- 
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ment plan. This agreement also incor¬ 
porates the terms of the members’ re¬ 
tirement trust described below. 

4. A form of trust entitled the 
American Medical Association mem¬ 
bers’ retirement trust (the trust agree¬ 
ment) has been promulgated to imple¬ 
ment and carry out the provisions of 
the M.R.P. The trust agreement 
names the Harris Bank as trustee. 
Pursuant to its terms, trust assets may 
be placed in a fixed income fund for 
the purchase of annuities issued by 
such insurance company or companies 
as shall be selected by the A.M.A., or 
in an equity fund established under 
the A.M.A. pooled trust for self-em¬ 
ployed retirement plans (the pooled 
trust). The pooled trust was estab¬ 
lished under a separate trust agree¬ 
ment between the A.M.A. and the 
Harris Bank to form a collective in¬ 
vestment fund for all individual trust 
funds. 

5. The M.R.P., the trust agreement, 
and the pooled trust delegate certain 
powers and responsibilities to the 
A.M.A. The A.M.A. exercises this au¬ 
thority through its retirement plan 
committee (which is comprised of the 
members of the executive committee 
of the board of trustees of the A.M.A.) 
and through the manager of the 
M.R.P., who is the administrator of 
the M.R.P. and is appointed by the ex¬ 
ecutive vice president of the A.M.A. 

6. Prior to a recent amendment, the 
pooled trust agreement delegated to 
the A.M.A. all responsibility for direct¬ 
ing the investment of assets contained 
in the equity fund. The pooled trust 
agreement was amended during 1977 
to give the trustee full authority and 
responsibility for the investment and 
reinvestment of the assets of the 
equity fund, subject, however, to the 
overall review and supervision of the 
American Medical Association. 

7. The M.R.P. owns approximately 
twenty (20) parcels of real estate locat¬ 
ed several blocks north of the central 
business district of the city of Chicago, 
Ill., in an area roughly bounded on the 
north by Erie Street, on the south by 
Illinois Street, on the east by Wabash 
Avenue, and on the west by LaSalle 
Avenue, which is in the vicinity of the 
A.M.A.’s Dearborn Street headquar¬ 
ters. 

8. These properties were acquired by 
the M.R.P. in a series of separate pur¬ 
chases beginning in April 1974 and 
continuing through January 1976. The 
total cost of the properties was 
$4,798,186. As of October 1. 1976. the 
properties were estimated to have an 
aggregate market value of $3,685,000, 
which amounted to approximately 3 
percent of the net asset value of the 
equity fund, of which they comprise a 
part. 

9. The A.M.A. itself owns several 
parcels of real property in the same 
general area. These properties were 


acquired by the A.M.A. prior to May 
1973. The A.M.A. also owned another 
entire city block in this area until 
June 1976 when this property was sold 
to the U.S. Postal Service. 

10. In 1973, the A.M.A. and a promi¬ 
nent real estate developer, the Urban 
Investment & Development Co., un¬ 
dertook a preliminary study of the 
possible development of land in the vi¬ 
cinity of the A.M.A.’s headquarters. 
This study resulted in a proposal for 
the creation of a center for profession¬ 
al associations. The proposed “Campus 
of Professional Associations” was to 
consist of several buildings which 
would have included offices, audito¬ 
riums, conference rooms, and related 
facilities designed to provide head¬ 
quarters space for professional associ¬ 
ations and similar entities. 

11. In directing the M.R.P.’s invest¬ 
ments during the period from 1974 to 
1976, the A.M.A., through its retire¬ 
ment committee, took into account its 
own extensive ownership of nearby 
real estate and its plans for developing 
and improving the area. The M.R.P.’s 
real estate investments in this area 
were intended to enable the M.R.P. to 
participate in the appreciation in 
property values which was expected to 
result in part from the development of 
the Campus of Professional Associ¬ 
ations. 

12. The A.M.A. believes that section 
404 of the act and the prohibited 
transactions provisions of the act and 
code create uncertainties regarding 
the continued holding or future devel¬ 
opment of these properties. It has con¬ 
cluded, therefore, that it should not 
proceed with development of its or the 
M.R.P.’s real estate holdings, particu¬ 
larly development which would in¬ 
volve the joint commitment of the 
M.R.P.’s holdings and its own, and it 
has proposed a purchase of all or part 
of the M.R.P.’s properties in order to 
avoid further problems. 

13. On September 9, 1976, the Board 
of Trustees of the A.M.A. directed the 
executive vice president of the A.M.A., 
on behalf of the A.M.A., to make an 
offer to purchase from the M.R.P. any 
one, or more, or all of the parcels of 
real estate owned on this date by the 
M.R.P., subject to the following terms 
and conditions: 

(a) The purchase of such real estate shall 
be contingent upon the issuance by the 
Agencies of exemptions from the prohibited 
transactions provisions of the Act and Code 
for such purchases; 

(b) The M.R.P. shall secure appraisals and 
real estate advice whether the sale of the 
properties appears to be in the M.R.P.'s best 
interest, and. if such appraisals and advice 
indicate that the M.R.P. will desire to seU 
the properties, shall cooperate in seeking to 
obtain such exemptions, based upon the 
offer to purchase made by the A.M.A.; 

(c) The A.M.A. offer to purchase such real 
estate will be held open for final acceptance 
in writing by the M.R.P. within six months 


from the date when the prohibited transac¬ 
tions exemptions are issued, with the clos¬ 
ing of such purchase to be completed within 
60 days after acceptance; provided that such 
exemptions are issued within one year from 
September 30. 1976, and that A.M.A. re¬ 
serves the right to withdraw its offer if the 
U.S. Department of Labor or Internal Reve¬ 
nue Service either denies the exemptions or 
refuses to grant them before September 30, 
1977; and 

(d) The purchase price with respect to 
each parcel shall be the greater of either 
(1) the fair market value of such parcel, as 
determined by an independent real estate 
appraisal by a recognized independent real 
estate appraisal firm to be selected by the 
M.R.P. and acceptable to A.M.A., such ap¬ 
praisal to be updated to not more than one 
mcnth prior to the date of written accept¬ 
ance by the M.R.P., or (2) the cost of acqui¬ 
sition of such parcel by the M.R.P. plus in¬ 
terest at a compound rate of 8 percent (8%) 
per annum from the date of acquisition to 
the date of closing. 

14. The executive vice president of 
the A.M.A. extended this offer to the 
M.R.P. in a letter dated September 10, 

1976. Pursuant to the terms of the 
offer, the M.R.P. then authorized an 
independent real estate appraisal firm. 
Appraisal Research Counsellors, Ltd., 
of Chicago, HI., to conduct an apprais¬ 
al of these properties. On January 19, 

1977, Eugene W. Stunard. president of 
that firm, submitted an appraisal to 
the M.R.P. estimating the market 
value of the M.R.P. properties on Oc¬ 
tober 1, 1976, to be $3,685,000. The ap¬ 
praisal took into consideration, among 
other things, values arising from the 
use of contiguous parcels as assem¬ 
blages 

15. On April 22, 1977, the A.M.A. and 
the M.R.P. filed an application for the 
exemption from the prohibitions of 
section 406 of the act and section 4975 
of the code upon which the offer is 
contingent. 

16. The A.M.A. believes that a fail¬ 
ure to grant the requested exemption 
may result in an economic loss to the 
M.R.P. and its participants and benefi¬ 
ciaries, as well as to themselves, by 
continuing the uncertainty regarding 
future development of the area, there¬ 
by preventing the expected increase in 
property values and possibly resulting 
in a substantial decline in those 
values. 

17. The A.M.A. further believes that 
the terms of its offer will guarantee 
that the M.R.P. will receive the high¬ 
est reasonable price for any properties 
it chooses to sell. The M.R.P. is fur¬ 
ther protected, they assert, because 
the Harris Bank is not required to sell 
any of the properties but is required in 
its capacity as trustee to form an inde¬ 
pendent judgment as to whether any 
sale is in the best interests of the 
M.R.P. 

18. On September 9. 1977, the Board 
of Trustees of the A.M.A. extended 
and revised its offer to purchase the 
M.R.P.’s real estate properties. The 
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principal revision of the offer was to 
limit the interest component of the 
cost-plus-interest purchase price for¬ 
mula to interest accrued through Sep¬ 
tember 30. 1977. Under the terms of 
this revised offer, therefore, the pur¬ 
chase price for each parcel of real 
estate which the Trustee chooses to 
sell to the A.M.A. will be the greater 
of (a) the fair market value of such 
parcel or (b) the M.R.P.'s cost for such 
parcel plus interest at the rate of 8 
percent compounded annually from 
the date of acquisition to September 
30, 1977. The offer was also restated to 
be contingent upon the granting of an 
exemption by the Agencies on or 
before January 31. 1978. In addition, 
because the Harris Bank is now acting 
as Pooled Trust trustee with complete 
investment authority, rather than at 
the direction of the A.M.A., the offer 
no longer requires the M.R.P. to 
obtain independent real estate advice 
on the decision to sell the property. 
However, Harris is required to form its 
own independent judgment on wheth¬ 
er the price offered by the A.M.A. is in 
the best interests of the M.R.P. and its 
participants and beneficiaries. 

19. Under the terms of the extended 
offer, the Harris Trust requested that 
Appraisal Research Consellors, Ltd., 
update the 1976 appraisal. By an ap¬ 
praisal dated October 20. 1977, the 
market value of the M.R.P.’s proper¬ 
ties was estimated to be $3,869,000, de¬ 
termined as of October 3, 1977. 

20. On December 6, 1977, the Harris 
Bank informed the AJyf.A. that it had 
concluded that a sale to the A.M.A. of 
all of the properties owned by the 
M.R.P. would be in the best interests 
of the M.R.P., and outlined the factors 
that it had considered in reaching that 
decision. Harris stated that it had con¬ 
sidered all relevant factors, including 
the current and anticipated future 
income and expenses of the properties, 
the current appraised values of such 
properties as determined by an inde¬ 
pendent real estate appraiser, and the 
prospects for appreciation in value in 
the foreseeable future. Harris conclud¬ 
ed that the current net income from 
the properties does not produce an 
adequate rate of return relative to 
their appraised value, and that it did 
not believe that the net income can be 
increased significantly unless most of 
the existing structures are either de¬ 
molished or replaced or, in a few in¬ 
stances, renovated. Harris further 
noted that although there is a pros¬ 
pect for appreciation in the underly¬ 
ing value of the land, the degree of 
such appreciation and the time 
period involved is uncertain so that, in 
its view, it would be inappropriate 
under current conditions for the 
M.R.P. to rely upon the possibility of 
appreciation for a return on its invest¬ 
ment. And because the A.M.A.*s offer 
is very substantially higher than the 


current appraised value of the proper¬ 
ties, considerable appreciation in value 
would have to occur before the M.R.P. 
could reasonably expect to obtain even 
an equivalent price through sales to 
third parties. 

21. By a letter dated December 7. 
1977, the Harris Bank joined the 
A.M.A. in this request for an exemp¬ 
tion. Pursuant to the terms of the re¬ 
vised offer, this action does not 
commit the Harris Bank in any way to 
sell the M.R.P. properties to the 
A.M.A. That decision will only be 
made by Harris Bank after the re¬ 
quested exemptions are granted and 
based upon the information available 
to it prior to the actual sale date. 

22. On January 25, 1978, the Board 
of Trustees of the A.M.A. extended its 
offer to be contingent upon the grant¬ 
ing of an exemption by the Agencies 
on or before June 30. 1978. All other 
terms and conditions of the offer were 
unchanged by this extension. 

Notice to Interested Persons 

The A.M.A. will provide notice of 
this pending exemption to all plan 
participants by June 27. 1978. This 
notice will be sent by first class mail, 
postage paid, and shall contain a copy 
of this notice of pendency and shall 
inform each participant of his right to 
comment and to request & hearing 
within the period set forth herein. 

General Information 

The attention of interested persons 
is directed to the following: 

(1) The fact that a transaction is the 
subject of an exemption under section 
408(a) of the act and section 4975(c)(2) 
of the code does not relieve a fiduciary 
or other party in interest or disquali¬ 
fied person from certain other provi¬ 
sions of the act and the code, includ¬ 
ing any prohibited transaction provi¬ 
sions to which the exemption does not 
apply and the general fiduciary re¬ 
sponsibility provisions of section 404 
of the Act which require, among other 
things, that a fiduciary discharge his 
duties respecting the plan soley in the 
interests of the participants and bene¬ 
ficiaries of the plan and in a prudent 
fashion in accordance with section 
404(a)(1)(B) of the act; nor does it 
affect the requirement of section 
401(a) of the code that the plan must 
operate for the exclusive benefit of 
the employees of the employer main¬ 
taining the plan and their beneficia¬ 
ries; 

(2) The proposed exemption, if 
granted, will not extend to transac¬ 
tions prohibited under section 
406(b)(3) of the act and section 
4975(c)(1)(F) of the code; 

(3) Before an exemption may be 
granted under section 408(a) of the act 
and section 4975(c)(2) of the code, the 
Agencies must find that the exemp¬ 
tion is administratively feasible, in the 


interests of the plan and of its partici¬ 
pants and beneficiaries, and protective 
of the rights of participants and bene¬ 
ficiaries of the plan; 

(4) The proposed exemption, if 
granted, will be supplemental to, and 
not in derogation of. any other provi¬ 
sions of the act and the code, includ¬ 
ing statutory or administrative exemp¬ 
tions and transitional rules. Further¬ 
more. the fact that a transaction is 
subject to an administrative or statu¬ 
tory exemption is not dispositive of 
whether the transaction Ls in fact a 
prohibited transaction; and 

(5) This document does not meet the 
criteria for significant regulations set 
forth in paragraph 8 of the proposed 
Treasury directive appearing in the 
Federal Register for Wednesday, 
May 24, 1978 (43 FR 22319). 

Written Comments and Hearing 
Request 

All interested persons are invited to 
submit written comments or requests 
for a hearing on the proposed exemp¬ 
tion to the address and within the 
time period set forth above. All com¬ 
ments will be made part of the record. 
Comments and requests for a hearing 
should state the reason for the writ¬ 
er’s interest in the proposed exemp¬ 
tion. Comments received will be availa¬ 
ble for public inspection with the ap¬ 
plication for exemption at the address¬ 
es set forth above. 

Proposed Exemption 

Based upon the facts and represen¬ 
tations set forth in the application, 
the Agencies are considering granting 
the requested exemption under the 
authority of section 4975(c)(2) of the 
code and section 408(a) of the act and 
in accordance with the procedures set 
forth in Rev. Proc. 75-26 and ERISA 
Procedure 75-1. If the exemption is 
granted, the taxes imposed by sections 
4975 (a) and (b) of the Code by reason 
of sections 4975(c)(1) (A). (D), or (E) 
of the Code and the restrictions of sec¬ 
tions 406(a)(1) (A) and (D) and 

406(b)(1) and 406(b)(2) of the act shall 
not apply to the purchase by the 
A.M.A. of any or all of the properties 
described above from the M.R.P. pur¬ 
suant to the terms of its offer dated 
September 9, 1976, as extended, pro¬ 
vided that the following conditions are 
met: 

(1) Within 10 days from the publication of 
an exemption in the Federal Register the 
A.M.A. and the Harris Bank publish notice 
of the A.M.A.’s offer, the proposed sale, and 
of the administrative exemption granted by 
the Agencies in at least one newspaper of 
general circulation in the city of Chicago. 
Ill., such notice to be published consecutive¬ 
ly for a period of not less than 30 days. This 
notice must also provide the name and tele¬ 
phone number of an officer of the Harris 
Bank to whom inquiries may be directed: 

(2) The Harris Bank does not accept the 
A.M.A.‘s offer for a period of at least 90 
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days from the date of the publication of the 
first notice required by the preceding para¬ 
graph; and 

(3) The M.R.P. receives not less than fair 
market value for each of the properties. 

The proposed exemption, if granted, 
will be subject to the express condition 
that the material facts and representa¬ 
tions contained in the application are 
true and complete, and that the appli¬ 
cation accurately describes all materi¬ 
al terms of the transaction to be con¬ 
summated pursuant to the exemption. 

Signed at Washington, D.C., this 7th 
day of June, 1978. 

Fred J. Ochs, 

Director , Employee Plans Divi¬ 
sion, Internal Revenue Serv¬ 
ice. 

Ian D. Lanoff, 

Administrator for Pension and 
Welfare Benefit Programs , 
Labor Management Services 
Administration, U.S. Depart¬ 
ment of Labor. 

[FR Doc. 78-16250 Filed 6-8-78; 8:45 ami 


[7035-01J 

INTERSTATE COMMERCE 
COMMISSION 

[Notice No. 6831 

ASSIGNMENT OF HEARINGS 

June 8, 1978. 

Cases assigned for hearing, post¬ 
ponement. cancellation or oral argu¬ 
ment appear below and will be pub¬ 
lished only once. This list contains 
prospective assignments only and does 
not include cases previously assigned 
hearing dates. The hearings will be on 
the issues as presently reflected in the 
Official Docket of the Commission, an 
attempt will be made to publish no¬ 
tices of cancellation of hearings as 
promptly as possible, but interested 
parties should take appropriate steps 
to Insure that they are notified of can¬ 
cellation or postponements of hearings 
in which they are interested. 

No. FD 28697, Southern Railway Co. Dis¬ 
continuance of Trains Nos. 1 and 2 Be¬ 
tween Washington, D.C. and New Orleans, 
La. now assigned June 14. 1978, at New 
Orleans. La. will be held in Room 125, 
Hale Boggs Building. 500 Camp Street, in¬ 
stead of West Courtroom 265, U.S. Court 
of Appeals. 600 Camp Street. 

No. MC 83539 (Sub-No. 490F), C&H Trans¬ 
portation Co.. Inc., now assigned June 12, 
1978, at Atlanta, Ga. is canceled and appli¬ 
cation dismissed. 

No. MC 99498 (Sub-No. 5). Jimmy Stein 
Motor Lines, Inc., now being assigned for 
continued hearing June 14, 1978, at Mont¬ 
gomery Ala., at the Public Service Com¬ 
mission Hearing Room, State Office 
Building. 

MC 113658, Sub 16, Scott Truck Line is as¬ 
signed for hearing July 11. 1978 at Chica¬ 
go. Ill., and will be held at Rm. 1319, E.M. 
Dirksen Bldg., 219 South Dearborn St. 


MC 531, Sub-351, Younger Brothers, Inc., is 
assigned for hearing July 12, 1978 at Chi¬ 
cago. Ill., and will be held at Rm. 3855A, 
230 South Dearborn. 

MC 124947 Sub-83, Machinery Transports, 
Inc., is assigned for hearing July 11, 1978 
at Chicago, HI., and will be held at Rm. 
3855A, 230 South Dearborn. 

MC 82492 Sub-176, Michigan & Nebraska 
Transit Co., Inc. is assigned for hearing 
July 14, 1978 at Chicago, Ill., and will be 
held at Rm. 350, 230 South Dearborn St. 

MC 115730 Sub-43. The Mickow Corp.. is as¬ 
signed for hearing July 13, 1978 at Chica¬ 
go. Ill., and will be held at Rm. 350, 230 
South Dearborn St. 

MC 27089 Sub-4, Chi-Waukee Truck Lines, 
Inc., is assigned for hearing July 12, 1978 
at Chicago, Ill., and will be held at Rm. 
350. 230 South Dearborn St. 

MC 720 Sub-41, Bird Trucking Company. 
Inc., is assigned for hearing July 11, 1978 
at Chicago. Ill., and will be held at Rm. 
350, 230 South Dearborn St. 

MC 113855 Sub-396, International Trans¬ 
port, Inc., is assigned for hearing July 24, 
1978 at Chicago. Ill., and will be held at 
Rm. 1319, E. M. Dirksen Bldg.. 219 South 
Dearborn St. 

MC 142069 Sub-1, Camionetas Modemas. is 
assigned for hearing July 26. 1978 at Chi¬ 
cago, Ill., and will be held at Rm. 1319, E. 
M. Dirksen Bldg., 219 South Dearborn St. 

MC 107102 Sub-250, North American Van 
Lines, Inc., is assigned for hearing July 24, 
1978 at Chicago, Ill., and will be held at 
Room 572, E. M. Dirksen Bldg., 219 South 
Dearborn St. 

MC 118989 Sub-170, Container Transit, Inc., 
is assigned for hearing July 17, 1978 at 
Chicago, Ill., and will be held at Room 
572, E. M. Dirksen Bldg., 219 South Dear¬ 
born St. 

FF 209 Sub-3, Lyons Transport, Inc., is as¬ 
signed for hearing July 19. 1978 at Chica¬ 
go. Ill., Room 572 E. M. Dirksen Bldg., 219 
South Dearborn St. 

No. MC 41406 (Sub-No. 62), Artim Transpor¬ 
tation System, Inc.; No. MC 69397 (Sub- 
No. 32). James H. Hartman & Son. Inc.; 
No. MC 74321 (Sub-No. 138), B. F. Walker. 
Inc.; No. MC 83539 (Sub-No. 483F), C Sc H 
Transportation Co.. Inc.; No. MC 88380 
(Sub-No. 28), Reb Transportation. Inc.; 
No. MC 105045 (Sub-No. 81F), R. L. Jef¬ 
fries Trucking Co., Inc.; No. MC 107445 
(Sub-No. 15), Underwood Machinery 
Transport, Inc.; No. MC 115904 (Sub-No. 
92). Grover Trucking Co.; No. MC 120257 
(Sub-No. 43F). K. L. Breeden & Sons. Inc.; 
No. MC 123048 (Sub-No. 389F), Diamond 
Transportation System. Inc.; No. MC 
127625 (Sub-No. 27F). Santee Cement and 
No. MC 128270 (Sub-No. 26), Rediehs In¬ 
terstate, Inc., are now assigned for hearing 
July 18. 1978 at the offices of the Inter¬ 
state Commerce Commission, Washington. 
D.C. 

No. MC 94350 (Sub-No. 399), Transit Homes. 
Inc., is now assigned for hearing Septem¬ 
ber 6. 1978 (3 days) at Boise, Idaho, at a 
location to be later designated. 

No. MC 33641 (Sub-No. 131), IML Freight, 
Inc., is now assigned for hearing Septem¬ 
ber 11, 1978 (2 weeks) at Boise, Idaho, at a 
location to be later designated. 

H. G. Homme, Jr.. 

Acting Secretary. 

[FR Doc 78-16312 Filed 6-12-78; 8:45 am] 


[AB 111 (SDM)) 

DETROIT, TOLEDO AND IRONTON RAILROAD 

CO. 

Amended System Diagram Map 

Notice is hereby given that, pursu¬ 
ant to the requirements contained in 
title 49 of the Code of Federal Regula¬ 
tions. part 1121.23, that the Detroit, 
Toledo and Ironton Railroad Co., has 
filed with the Commission its amended 
color-coded system diagram map in 
docket No. AB 111 (SDM). The maps 
reproduced here in black and white 
are reasonable reproductions of that 
amended system diagram map and the 
Commission on April 5, 1978, received 
a certificate of publication as required 
by said regulation which is considered 
the effective date on which the 
amended system diagram map was 
filed. 

Color-coded copies of the map have 
been served on the Governor of each 
state in which the railroad operates 
and the Public Service Commission or 
similar agency and the State designat¬ 
ed agency. Copies of the map may also 
be requested from the railroad at a 
nominal charge. The maps also may be 
examined at the office of the Commis¬ 
sion, section of dockets, by requesting 
docket No. AB 111 (SDM). 

H. G. Homme, Jr., 
Acting Secretary. 

Under 49 CFR 1121.20, Detroit. 
Toledo. and Ironton Railroad is re¬ 
quired to publish and file a system 
map showing all lines of railroad 
which are either potentially subject to 
or have an application pending to 
abandon. Such a map is attached and 
shows that DT&I has: 

1. The following line under section 

1121.20(b) 1 (anticipated abandon¬ 

ment): 

(a) Tecumseh Branch—portion 

(b) Located in Ohio 

(c) Located in Henry and Fulton 
Counties 

(d) The portion is described as MP 
8.0 near Napoleon, Ohio to MP 18.7 
near Wauseon, Ohio 

(e) The line includes the following 
stations: 

MP 11.7 Gerald, Ohio 
MP 17.9 Wauseon, Ohio 

2. No lines under section 1121.20(b)2 
(potential abandonment). 

3. The following line under section 
1121.20(b)3 (pending abandonment): 

(a) Tecumseh Branch—portion 

<b) Located in Michigan and Ohio 

(c) Located in Lenawee County 
(Michigan) and Fulton County (Ohio) 

(d) Portion is described as MP 18.7 
near Wauseon, Ohio to MP 55.4 at Te¬ 
cumseh, Michigan 

(e) The line includes the following 
stations: 

MP 26.1 Oak Shade. Ohio 
MP 32.0 Bimo, Mich. 
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I 

MP 35.8 Leaf, Mich. 

MP 44.3 Page. Mich. 
MP46 .6 Adrian, Mich. 
MP 53.3 Burmo, Mich. 
MP 55.4 Tecumseh, Mich. 


Copies of this map will be furnished Mr. M. H. Weisman, Treasurer. Detroit, 
to interested parties, on request in Toledo and Ironton Railroad Co.. One 
writing to* Parklane Blvd.. Dearborn, Mich. 48126. 


• A8 — III 
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[7035-01] 

CAB 84 (SDM)] 

ILLINOIS TERMINAL RAILROAD CO. 

Amandad System Diagram Map 

Notice is hereby given that, pursu¬ 
ant to the requirements contained in 
Title 49 of the Code of Federal regula¬ 
tions, Part 1121.23, that the Illinois 
Terminal Railroad Co., has filed with 
the Commission its amended color- 
coded system diagram map in Docket 
No. AB 84 (SDM). The maps repro¬ 
duced here in black and white are rea¬ 
sonable reproductions of that amend¬ 
ed system diagram map and the Com¬ 
mission on April 7. 1978. received a 
certificate of publication as required 
by said regulation which is considered 
the effective date on which the 
amended system diagram map was 
filed. 

Color-coded copies of the map have 
been served on the Governor of each 
State in which the railroad operates 
and the Public Service Commission or 
similar agency and the State designat¬ 
ed agency. Copies of the map may also 
be requested from the railroad at a 
nominal charge. The maps also may be 
examined at the office of the Commis¬ 
sion. Section of Dockets, by requesting 
docket No. AB 84 (SDM). 



H. G. Homme,J r., 
Acting Secretary . 
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Illinois Terminal Railroad Co. 


Afi NUMBER 84 


Description of Lines 


State of Illinois 

Category. All lines or portions of lines 
which the Carrier anticipates will be the 
subject of an abandonment or discontinu¬ 
ance application to be filed within the 3 
year period following the date upon which 
the diagram is filed with the Interstate 
Commerce Commission. 

l.(a) O’Fallon Branch. 

(b) State of Illinois. 

(c) Madison County, Ill. and St. Clair 
County. Ill. 

(d) Milepost 20.3 to Milepost 30.6. 

(e) Agency Station—Troy Junction. Ill.— 
Milepost 20, and Agency Station—O’Fallon, 
Ill.—Milepost 30. 

n.(a) Forsyth Branch. 

(b) State of Illinois. 

(c) Macon County, Ill. 

(d) Milepost 2.5 to Milepost 7.0. 

(e) Agency Station—Forsyth. Ill.—Mile¬ 
post 7. 

III. (a) Lincoln to East Peoria Line. 

(b) State of Illinois. 

(c) Logan County, Ill., and Tazewell 
County. Ill. 

(d) Milepost 128.4 to Milepost 155.9. 

(e) Terminal Station—Allentown. Ill.—Mi¬ 
lepost 156. 

Agency Station—Lincoln, Ill.—Milepost 
128 

Agency Station—Union. Ill.—Milepost 137. 

Agency Station—Mindale. Ill.—Milepost 
147. 

IV. (a) Mont to Springfield. 

(b) Located wholly within the State of Illi¬ 
nois. 

(c) Located in Madison. Macoupin. Mont¬ 
gomery. and Sangamon Counties. 

(d) Milepost 194.8 to Milepost 272.9. 

(e) Agency Station at Mont, Ill.—Milepost 
18.2. 

[FR Doc. 78—16207 Filed 6-12-178, 8:45 ami 


[7035-01] 

[AB 3 (SDM)‘l 

MISSOURI PACIFIC RAILROAD CO. 

Amended System Diagram Map 

Notice is hereby given that, pursu¬ 
ant to the requirements contained in 
Title 49 of the Code of Federal Regu¬ 
lations, Part 1121.23, that the Missouri 
Pacific Railroad Co. (and affiliated 
members), has filed with the Commis¬ 
sion its amended color-coded system 
diagram map in Docket No. AB 3 
(SDM). The maps reproduced here in 
black and white are reasonable repro¬ 
ductions of that amended system dia¬ 
gram map and the Commission on 
May 22, 1978, received a certificate of 
publication as required by said regula¬ 
tion which is considered the effective 
date on which the amended system 
diagram was filed. 

Color-coded copies of the map have 
been served on the Governor of each 
state in which the railroad operates 
and the Public Service Commission or 
similar agency and the State designat¬ 
ed agency. Copies of the map may also 
be requested from the railroad at a 
nominal charge. The maps also may be 
examined at the office of the Commis¬ 
sion, Section of Dockets, by requesting 
Docket No. AB 3 (SDM). 

H. G. Homme, Jr., 
Acting Secretary. 


' AB 3 (SDM) includes all Missouri Pacific 
System Lines subsidiaries: AB 21. Abilene & 
Southern Railway Co.. Chicago Heights 
Terminal Transfer Co.. Doniphan. Kensett 
& Searcy Railway; AB 24, Fort Worth Belt 
Railway Co.. Missouri-Illinois Railroad Co.; 
AR 142. New Orleans & Lower Coast Rail¬ 
road Co.. St. Joseph Belt Railway Co.; AB 
22. Texas-New' Mexico Railway Co.; AB 23. 
Texas Pacific-Missouri Pacific Terminal 
Railroad of New Orleans. Union Terminal 
Railway Co.; AB 25. Weatherford Mineral 
Wells & Northwestern Railway Co. 
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Missouri Pacific System 

Description of Lines to Accompany the 
System Diagram Map 

CATEGORY (1) 

Lines or portion of lines which the carrier 
anticipates will be subject of an abandon¬ 
ment or discontinuance application to be 
filed within three years. 

Missouri 
Map Code [K] 

(a) Cape Girardeau to Frisco connection 
(3.4 mile segment of Cape Girardeau Subdi¬ 
vision). 

(b) Located wholly within State of Missou¬ 
ri. 

(c) Located wholly within Cape Girardeau 
county. 

(d) Milepost 128.6 to 132.0. 

(e) Customer Service Center at Cape Gir¬ 
ardeau not included in abandonment. 

Map Code [O] 

(a) Potosi Industrial Lead <3.7 miles). 

(b) Located wholly within State of Missou¬ 
ri. 

(c) Located wholly within Washington 
County. 

(d) Milepost 60.8 to 64.5. 

(e) No agency stations on segment. Served 
by Customer Service Center at Bismarck. 

Arkansas 
Map Code CP] 

(a) Marvell Industrial Lead (10.0 miles). 

(b) Located wholly within State of Arkan¬ 
sas. 

(c) Located wholly within Phillips County. 

(d) Milepost 11.9 to 21.9. 

(e) No agency stations on segment. Served 
by Customer Service Center at Helena. 

Texas 

Map Code CL] 

(a) Thedford to Lindale (2.7 mile segment 
of Tyler Subdivision). 

<b) Located wholly within State of Texas. 

(c) Located wholly within Smith County. 

(d) Milepost 30.1 to 32.8. 

<e) No agency stations on segment. Served 
by Customer Service Center at Longview. 

Map Code [El 

(a) Spaulding to Rio Grande City (17.1 
mile segment of Mission Subdivision). 

(b) Located wholly within State of Texas. 

(c) Located in Hidalgo and Starr Counties. 

(d) Milepost 56.5 to 73.8. 

(e) No agency stations on segment. Served 
by Customer Service Center at Harlingen. 

Map Code CY3 

(a) Abilene to Winters (38.6 mile Abilene 
& Southern Railway). 

(b> Located wholly in State of Texas. 

(c) Located in Taylor and Runnels Coun¬ 
ties. 

(d) Milepost 0.1 to 38.7. 

(e) No agency stations on segment. Served 
by Customer Service Center at Abilene. 


Kansas 
Map Code [V] 

(a) Dearing to Dexter (70.1 mile segment 
of Conway Springs Subdivision including 
Caney Spur). 

(b) Located wholy in State of Kansas. 

(c) Located in Montgomery. Chatauqua 
and Cowley Counties. 

(d) Milepost 428.6 to 497.2. 0.0 to 1.5 
(Caney Spur). 

(e) Agency stations at Dexter (M.P. 497.7) 
dualized with Cedarvale (M.P. 480.9) and at 
Sedan (M.P. 458.9) dualized with Caney 
(M.P. 442.1). 


Map Code [T] 

(a) Washington Industrial Lead (6.9 
miles). 

(b) Located wholly within State of 
Kansas. 

(c) Located wholly within Washing¬ 
ton County. 

(d) Milepost 443.9 to 450.8. 

(e) No agency station on segment. 
Served by Customer Service Center at 
Concordia. 


Louisiana 
Map Code [N] 

(a) Bunkie to Lettsworth (37.2 mile 
segment of Avoyelles Subdivision, in¬ 
cluding 14.1 miles trackage rights over 
L&A). 

(b) Located wholly within State of 
Louisiana. 

(c) Located in Avoyelles and Pointe 
Coupee Parishes. 

(d) Milepost 46.6 to 35.2, and 0.0 to 
3.9—Bunkie to Mansura (MP). 

L&A Mileposts—Mansura to Ham¬ 
burg (L&A). 

Milepost 29.9 to 22.1—Hamburg to 
Simmesport (MP). 

L&A Mileposts—Simmesport to 

Lettsworth (L&A). 

Note.— Mileposts are not numbered in se¬ 
quence. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Alexandria. 

(f) Comments: MP trackage between 
Bunkie and Mansura and between 
Hamburg and Simmesport would be 
abandoned. MP trackage rights over 
L&A between Mansura and Hamburg 
and between Simmesport and Letts¬ 
worth would be terminated. Between 
Hamburg and Simmesport L&A has 
trackage rights over MP and it is pro¬ 
posed to sell such trackage to L&A. 

Map Code [A] 

(a) New Iberia to Garden City and 
Oaklawn, Franklin Industrial Lead (in¬ 
cludes 10.1 miles remaining MP owned 
main track and 30.3 miles of rights on 
SP main track). 

(b) Located wholly within State of 
Louisiana. 

(c) Located wholly within Iberia and 
St. Mary Parishes. 

(d) Milepost 47.6 to 79.8. 


(e) No agency stations on segment. 
Served by Customer Service Center at 
New Iberia. 

(f) Comments: Includes all MP 
owned trackage and all rights over SP 
trackage southeast of Milepost 47.6 at 
New Iberia. 

CATEGORY (2) 

Lines or portion of lines potentially 
subject to abandonment. 

Texas 

Map Code [G] 

(a) Rio Hondo Industrial Lead (9.2 
miles). 

(b) Located wholly within State of 
Texas. 

(c) Located wholly within Cameron 
County. 

(d) Milepost 0.0 to 9.2 (Rio Hondo). 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Harlingen. 

Map Code [D] 

(a) Carrizo Springs Industrial Lead 
(11.6 miles). 

(b) Located wholly within State of 
Texas. 

(c) Located in Zavala and Dimmit 
Counties. 

(d) Milepost 144.7 to 156.3 (Carrizo 
Springs). 

(e) No agency stations on segment. 
Served by Customer Service Center at 
San Antonio. 

Map Code IF] 

(a) Hidalgo-Mission Industrial Lead 
(9.7 miles). 

(b) Located wholly within State of 
Texas. 

(c) Located wholly within Hidalgo 
County. 

(d) Milepost 0.0 to 9.7 (Mission). 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Harlingen. 

Map Code [C] 

(a) Weatherford to Mineral Wells 
(22.0 mile W.M.W.&N.W. Railway). 

(b) Located wholly within State of 
Texas. 

(c) Located in Parker and Palo Pinto 
Counties. 

(d) Milepost 0.0 (TP 277.3) to 22.0. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Ft. Worth. 

Map Code [Q] 

(a) Mission to Spaulding (14.5 mile 
segment of Mission Subdivision). 

(b) Located wholly within State of 
Texas. 

(c) Located wholly within Hidalgo 
County. 

(d) Milepost 42.0 to 56.5. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Harlingen. 
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Louisiana 
Map Code [B] 

(a) Collinston to Clayton Junction 
(75.7 mile segment of Collinston Sub¬ 
division). 

(b) Located wholly within State of 
Louisiana. 

(c) Located in Morehouse, Richland. 
Franklin, Catahoula and Concordia 
Parishes. 

(d) Milepost 561.5 to 637.2. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Monroe. 

Map Code [I] 

(a) Wanda Petroleum to Thibodaux 
(21.9 mile segment of Thibodaux Sub¬ 
division). 

(b) Located wholly within State of 
Louisiana. 

(c) Located in Assumption and La¬ 
fourche Parishes. 

(d) Milepost 8.3 to 30.9. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Donaldsonville. 

CATEGORY (3) 

Lines or portions of lines for which 
an abandonment or discontinuance ap¬ 
plication is currently pending before 
the Interstate Commerce Commission. 

Illinois 
Map Code CJ] 

(a) Mt. Vernon to connection with 
J&SW (3.6 mile segment of Pinckney- 
ville Subdivision). 

(b) Located wholly within State of 
Illinois. 

(c) Located wholly within Jefferson 
County. 

(d) Milepost 121.6 to 125.2. 

(e) No agency stations on segment. 
Mt. Vernon (M.P. 276.2 on Chicago 
Subdivision) beyond limits of proposed 
abandonment. 


Map Code CS] 

(a) Goodwine to Alonzo (2.9 mile 
Alonzo Industrial Lead). 

(b) Located wholly within State of 
Illinois. 

(c) Located wholly within Iroquois 
County. 

(d) Milepost 89.4 to 92.3. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Villa Grove. 

Kansas 
Map Code [Ul 

(a) Iola to Bronson (17.2 mile seg¬ 
ment of Wichita Subdivision). 

(b) Located wholly within State of 
Kansas. 

(c) Located in Allen and Bourbon 
Counties. 

(d) Milepost 348.9 to 366.1. 

(e) Agency station at Bronson (Mile¬ 
post 348.9). 

Map Code [M] 

(a) Dexter-Winfield and Dexter 
Junction to Arkansas City (39.8 miles, 
segments of the Conway Springs and 
Arkansas City Subdivision). 

(b) Located wholly within State of 
Kansas. 

(c) Loacted wholly within Cowley 
County. 

(d) Milepost 497.2 to 513.5 (near 
Winfield) and Milepost 498.1 to 521.6 
(near Arkansas City). 

(e) Agency stations at Arkansas City 
(Milepost 522.9) and Winfield (Mile¬ 
post 517.2) beyond limits of abandon¬ 
ment and at Dexter (Milepost 497.7). 

(f) Comments: Abandonment contin¬ 
gent on acquiring ATSF trackage 
rights between Winfield and Arkansas 
City. 

Louisiana 


Oklahoma 
Map Code [W1 

(a) Bamsdall to Pawhuska (13.4 mile 
segment of Midland Valley Subdivi¬ 
sion). 

(b) Located wholly within State of 
Oklahoma. 

(c) Located wholly within Osage 
County. 

(d) Milepost 188 to 201.4. 

(e) Agency station Pawhuska (Mile¬ 
post 200.6) dualized with Bamsdall 
(Milepost 187.2). 

Texas 

Mape Code [X] 

(a) San Martine to Rockhouse (27.2 
mile Rockhouse Industrial Lead). 

(b) Located wholly within State of 
Texas. 

(c) Located in Culberson and Reeves 
Counties. 

(d) Milepost 686.3 to 713.5. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Odessa. 

[PR Doc. 78-16206 Filed 6-12-78; 8:45 am] 


[1505-01] 

[Notice No. 841 

MOTOR CARRIER TEMPORARY AUTHORITY 
APPLICATIONS 

Correction 

In FR Doc. 78-15410 appearing at 
page 24158 of the issue of Friday, June 
2, 1978, at page 24162 in the first para¬ 
graph, “No. MC 28404“ should be "No. 
MC 12840.“ 


[7035-01] 

[No. FD 28697] 

SOUTHERN RAILWAY CO. 

Discontinuance of Trains Nos. 1 and 2 Between 
Washington, D.C and New Orleans, LA. 

June 7, 1978. 

The above-entitled proceeding now 
assigned June 14, 1978, at New Or¬ 
leans, La., will be held in Room No. 
125, Hale Boggs Building, 500 Camp 
Street, instead of West Courtroom 
265, U.S. Court of Appeals. 600 Camp 
Street. 

H. G. Homme, Jr., 
Acting Secretary. 
[PR Doc. 78-16313 Filed 8-12-78: 8:45 am] 


Map Code [R] 

(a) Joppa Junction to Fayville (25.7 
mile segment of Thebes Subdivision). 

(b) Located wholly within State of 
Illinois. 

(c) Located in Johnson, Pulaski and 
Alexander Counties. 

(d) Milepost 347.6 to 373.3. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
West Frankfort. 


Map Code [Z] 

(a) Mansura Junction to Marksville 
(5.1 mile Marksville Industrial Lead). 

(b) Located wholly within State of 
Louisiana. 

(c) Located wholly within Avoyelles 
Parish. 

(d) Milepost 79.6 to 84.7. 

(e) No agency stations on segment. 
Served by Customer Service Center at 
Alexandria. 
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sunshine act meetings _ 

This section of the FEDERAL REGISTER contoins notices of meetings published under the ‘’Government in the Sunshine Act" (Pub. L 94-409), 5 U.S.C. 
552b(eK3). 


CONTENTS 


Items 

Civil Aeronautics Board. 1, 2. 3, 4 

Federal Deposit Insurance 

Corporation. 5, 6 

Legal Services Corporation. 7 

National Mediation Board. 8 

Postal Rate Commission. 9 

Renegotiation Board. 10 


[ 6320 - 01 ] 

1 

IM-135. Arndt. 2; June 7. 1978] 

Notice op Addition op Item to the 
June 8, 1978, Meeting 

CIVIL AERONAUTICS BOARD. 

TIME AND DATE: June 8. 1978. 10 
a.m. 

PLACE: Room 1027, 1825 Connecticut 
Avenue NW„ Washington. D.C. 20428. 

SUBJECT: 14. Docket 28627, IATA 
Agreements Concerning Agency Mat¬ 
ters—Uniform Commission Rates 
(Instructions to Staff). 

STATUS: Open. 

PERSON TO CONTACT: Phyllis T. 
Kaylor, the Secretary, 202-673-5068. 

SUPPLEMENTARY INFORMATION: 
The Board will hear oral argument in 
the IATA Agreements Concerning 
Agency Matters—Uniform Commission 
Rates on June 7, 1978. In keeping with 
its policy of issuing instructions to 
staff as soon as possible after an oral 
argument, the Board will issue the 
instructions on Thursday. June 8. 
1978. Accordingly the following Mem¬ 
bers have voted that agency business 
requires the addition of Item 14 to the 
June 8, 1978 agenda and that no earli¬ 
er announcement of this addition was 
possible: 

Chairman. Alfred E. Kahn 
Vice Chairman, G. Jospeh Minetti 
Member, Lee R. West 
Member. Richard J. O’Melia 
Member, Elizabeth E. Bailey 

[S-1219-78 Filed 6-9-78: 10:51 am] 


[ 6320 - 01 ] 
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[M-135, Arndt. 3; June 7. 1978] 

Notice of Deletion of Item From the 
June 8. 1978, Agenda 

CIVIL AERONAUTICS BOARD. 


TIME AND DATE: 10 a.m.. June 8. 
1978. 

PLACE: Room 1027, 1825 Connecticut 
Avenue NW., Washington, D.C. 20428. 

SUBJECT: 10. Docket 30790, United 
States-Benelux Low-Fare Proceeding 
(BIA, BALJ. OGC). 

STATUS: Open. 

PERSON TO CONTACT: Phyllis T. 
Kaylor, the Secretary, 202-673-5068. 

SUPPLEMENTARY INFORMATION: 
The staff has requested that Item 10 
be deleted from the June 8, 1978, 
agenda because additional time is 
needed for coordination. Accordingly, 
the following Members have voted 
that agency business requires the dele¬ 
tion of Item 10 from the June 8, 1978, 
agenda and that no earlier announce¬ 
ment of this deletion was possible: 

Chairman. Alfred E. Kahn 
Vice Chairman. G. Joseph Minetti 
Member. Lee R. West 
Member, Richard J. O’Melia 
Member, Elizabeth E. Bailey 

CS-1227-78 Filed 6-9-78; 3:55 pm) 
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[M-136. Arndt. 1; June 8. 1978] 

Notice of Addition of Items to the 
June 13, 1978, Agenda 

CIVIL AERONAUTICS BOARD. 

TIME AND DATE: 9:30 a.m., June 13. 
1978. 

PLACE: Room 1027, 1825 Connecticut 
Avenue NW., Washington, D.C. 20428. 

SUBJECT: 

4 a. Docket 32393. Boston, New York , 
Philadelphia, Baltimore, Washington, 
Puerto Rico, Virgin Islands Investigation- 
Order on Reconsideration of instituting 
order (Memo No. 7829 B, OGC). 

5a Dockets 31873 and 31884: Petition of 
Wright Air Lines for review of staff action 
granting Britt Airlines an exemption to op¬ 
erate Convair aircraft in air taxi service: Ap¬ 
plication of Music City International Air¬ 
ways, Inc, for an exemption to operate two 
Convair aircraft In air taxi passenger service 
(Memo No. 7999. BPDA). 

8a. Docket 30790. United States-Benelux 
Low-Fare Proceeding (BIA). 

STATUS: Open. 

PERSON TO CONTACT: 

Phyllis T. Kaylor, the Secretary, 
202-673-5068. 

SUPPLEMENTARY INFORMATION: 
The Board had originally planned to 


meet on Wednesday, June 14. Late in 
the afternoon on Tuesday, June 6. 
however, it was necessary to change 
the meeting date to Tuesday. June 13, 
1978. Because of the short time on 
Tuesday available for preparation of 
the meeting announcement, staff com¬ 
ponents which would have given items 
to the Secretary for the Wednesday, 
June 14 meeting agenda did not have a 
chance to do so. So that the Board's 
consideration of items ready for action 
will not be delayed, the following 
Members have voted that agency busi¬ 
ness requires the addition of Items 4a, 
5a. and 8a and that no earlier an¬ 
nouncement of the additions was pos¬ 
sible: 

Chairman. Alfred E. Kahn 
Vice Chairman. G. Jospeh Minetti 
Member, Lee R. West 
Member, Richard J. O’Melia 
Member. Elizabeth E. Bailey 

tS-1228-78 Filed 6-9-78; 3:55 pm] 


[ 6320 - 01 ] 
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[M-137, June 8. 1978] 

CIVIL AERONAUTICS BOARD. 

TIME AND DATE: 9:30 a.m., June 15. 
1973. 

PLACE: Room 1027, 1825 Connecticut 
Avenue NW.. Washington, D.C. 20428. 

SUBJECT: Oral Argument—Dockets 
21866, 31290 and 30891, Domestic Pas- 
s^nger-Fare Investigation: Domestic 
Passenger-Fare Level Policies: Domes¬ 
tic Passenger-Fare Structure Policies; 
Discount Fare Policy. 

STATUS: Open. 

PERSON TO CONTACT: 

Phyllis T. Kaylor, the Secretary. 
202-673 5068. 

IS-1229-78 Filed 6-9-78; 3:55 pm] 


[ 6714 - 01 ] 

5 

FEDERAL DEPOSIT INSURANCE 
CORPORATION. 

TIME AND DATE: 10:30 a.m., June 
16, 1978. 

PLACE: Board Room, 6th Floor, FDIC 
Building. 550 17th Street NW., Wash¬ 
ington, D.C. 

STATUS: Open. 

MATTERS TO BE CONSIDERED: 
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Disposition of minutes of previous meetings. 

Applications for Federal deposit insurance: 

The Cottage Grove Bank, a proposed 
new bank to be located on Gibbs Street, 
between Sixth and Seventh Streets, Cot¬ 
tage Grove. Oreg., for Federal deposit in¬ 
surance. 

Mount Hood Security Bank, a proposed 
new bank to be located at 300 East Powell 
Boulevard. Gresham. Oreg.. for Federal 
deposit insurance. 

Recommendation regarding the liquidation 
of a bank’s assets acquired by the Corpo¬ 
ration in its capacity as receiver, liquida¬ 
tor. or liquidating agent of those assets: 

Case No. 43,543-NR—United States Na¬ 
tional Bank. San Diego. Calif. 

Recommendations with respect to payment 
for legal services rendered and expenses 
incurred in connection with receivership 
and liquidation activities: 

Kaye. Scholer. Fierman, Hays & Han¬ 
dler. New York. N.Y., in connection with 
the liquidation of Franklin National Bank, 
New York. N.Y. 

Miller & Martin, Chattanooga. Term., in 
connection with the liquidation of the 
Hamilton National Bank of Chattanooga. 
Chattanooga. Term. 

Memorandum proposing the payment of a 
third dividend of 12.5 percent on proved 
claims in connection with the receivership 
of the First National Bank of Cripple 
Creek, Cripple Creek. Colo. 

Memorandum proposing the payment of a 
first dividend of 40 percent on proved 
claims in connection with the receivership 
of the Peoples Bank of the Virgin Islands, 
Charlotte Amalie. St. Thomas, V.L 

Reports of committees and officers: 

Minutes of the actions approved by the 
Committee on Liquidations. Loans and 
Purchases of Assests pursuant to authori¬ 
ty delegated by the Board of Directors. 

Reports of the Director of the Division 
of Bank Supervision with respect to appli¬ 
cations or requests approved by him and 
the various Regional Directors pursuant 
to authority delegated by the Board of Di¬ 
rectors. 

Reports of security transactions author¬ 
ized by the Chairman. 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Alan R. Miller, Executive Secretary, 
202-389-4446. 

[S-1225-78 Filed 6-9-78; 3:32 pm] 


[ 6714 - 01 ] 

6 

FEDERAL DEPOSIT INSURANCE 

CORPORATION. 

TIME AND DATE: 10:00 a.m., June 

16, 1978. 

PLACE: Room 6135, FDIC Building. 

550 17th Street NW., Washington, 

D.C. 

STATUS: Closed. 

MATTERS TO BE CONSIDERED: 

Application for Federal deposit insurance: 

American Bank of Casper, a proposed 
new bank to be located at the corner of 
David and First Streets, Casper. Wyo., for 
Federal deposit Insurance. 

Application for consent to change & main 
office location: 
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Unity Bank & Trust Co.. Boston (Rox- 
bury). Mass., for consent to change the lo¬ 
cation of its main office from 416 Warren 
Street to 2343 Washington Street, both lo¬ 
cations within Boston (Roxbury), Mass. 

Applications for consent to establish 
branches: 

Unity Bank & Trust Co., Boston (Rox¬ 
bury), Mass., for consent to establish 
branches at 1630 Blue Hill Avenue. Boston 
(Mattapan), Mass., and at 592 Washington 
Street. Boston (Dorchester), Mass. 

Recommendations regarding liquidation of 
a bank’s assets acquired by the Corpora¬ 
tion in its capacity as receiver, liquidator, 
or liquidating agent of those assets: 

Case No. 43,484 L—First State Bank of 
Hudson County. Jersey City, N.J. 

Case No. 43,542-SR—Surety Bank & 
Trust Co., Wakefield. Mass. 

Case No. 43.544-NR—United States Na¬ 
tional Bank. San Diego, Calif. 

Case No. 43,545-L—State Bank of Clear¬ 
ing. Chicago, Ill. 

Recommendations with respect to the initi¬ 
ation or termination of cease-and-desist 
proceedings, termination-of-insurance pro¬ 
ceedings, or suspension or removal pro¬ 
ceedings against certain insured banks or 
officers or directors thereof: 

Names of persons and names and loca¬ 
tions of banks authorized to be exempt 
from disclosure pursuant to the provisions 
of subsections (c)(6), (c)(8), and 

(c)(9)(A)(ii) of the "Government In the 
Sunshine Act" (5 U.S.C. 552b (cX6). (c)(8), 
and (c)(9)(AXii)). 

Personnel actions regarding appointments, 
promotions, administrative pay Increases, 
reassignments, retirements, separations, 
removals, etc.: 

Names of employees authorized to be 
exempt from disclosure pursuant to the 
provisions of subsections (c)(2) and (c)(6) 
of the "Government in the Sunshine Act" 
(5 U.S.C. 552b(cX2) and (c)(6)). 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Alan R. Miller, Executive Secretary, 
202-389-4446. 

(S-1226-78 Filed 6-9-78; 3:32 pm] 


[ 6820 - 35 ] 

7 

LEGAL SERVICES CORPORATION: 
COMMITTEE ON APPROPRI¬ 
ATIONS AND AUDIT. 

TIME AND DATE: 12:30 p.m., 

Monday, June 19, 1978. 

PLACE: 733 15th Street NW., 7th 
Floor, Washington. D.C. 

STATUS: Open meeting. 

MATTERS TO BE CONSIDERED: 

1. Fiscal year 1978 budget adjustments: 

a. Allocation of investment income for 
quality improvement projects. 

b. Status of "one time" funds and re¬ 
serve accounts. 

c. Allocation of funds for rural tele¬ 
phone and travel adjustments. 

2. Fiscal year 1979 budget. 

3. Reports: 

a. Cost variation study. 

b. Budget and planning information 
system. 
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c. Assistance to programs to implement 
financial planning. 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Ruth Felter. Executive Office, tele¬ 
phone 202-376-5100. 

Issued: June 9, 1978. 

Thomas Ehrlich, 

President 

[S-1224-78 Filed 6-9-78; 3:32 pm] 


[ 7550 - 01 ] 

8 

NATIONAL MEDIATION BOARD. 

"FEDERAL REGISTER" CITATION 
OF PREVIOUS ANNOUNCMENT: 43 
FR 22517. 

PREVIOUSLY ANNOUNCED TIME 
AND DATE OF THE MEETING: 2 
p.m.; Wednesday, June 7. 1978. 

CHANGES IN THE MEETING: Addi¬ 
tion to matters to be considered—De¬ 
termination that the Board does not 
have the authority to administratively 
change the form of the ballot used in 
NMB representation investigations. 

SUPPLEMENTARY INFORMATION: 
Chairman Ives and Board Members 
Stowe and Harris have determined by 
recorded vote that Agency business re¬ 
quired this change and that no earlier 
announcement of such change was 
possible. 

Date of Notice: June 8, 1978. 
[S-1222-78 Filed 6-9-78; 10:51 am] 


[ 7715 - 01 ] 

9 

POSTAL RATE COMMISSION. 

TIME AND DATE: 9:30 a.m., Wednes¬ 
day, June 14. 1978. 

PLACE: Conference Room, Room 500, 
2000 L Street NW., Washington, D.C. 

STATUS: Closed. 

MATTERS TO BE CONSIDERED: 
Recommended decisions regarding: 

1. MC 76-2. Expand Availability of 
Red Tag and Institute a Surcharge for 
Expedited Service. (Closed pursuant to 
5 USC 552 b(c)(10).) 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Ned Callan, Information Officer, 
Postal Rate Commission, Room 500, 
2000 L Street NW., Washington, 
D.C. 20268, telephone 202-254-5614. 

[S-1220-78 Filed 6-9-78; 10:51 am] 
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[ 7910 - 01 ] 

10 

THE RENEGOTIATION BOARD. 
“FEDERAL REGISTER” CITATION 
OF PREVIOUS ANNOUNCEMENT: 
42 FR 19105, May 3. 1978. 

PREVIOUSLY ANNOUNCED DATE 
AND TIME OF MEETING: Wednes¬ 
day, June 28. 1978: 9:30 a.m. 

CHANGE IN MEETING: Date post¬ 
poned to: Wednesday. August 2, 1978; 
9:30 a.m. 

CONTACT PERSON FOR MORE IN¬ 
FORMATION: 

Kelvin H. Dickinson, Assistant Gen¬ 
eral Counsel-Secretary, 2000 M 
Street NW., Washington, D.C. 20446, 
202-254-8277. 

Dated: June 9. 1978. 

. Goodwin Chase. 

Chairman. 

[S-1221-78 Filed 6-9-78: 10:51 am] 
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[ 4110 - 03 ] 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

food and Drug Administration 
[21 CFR Parts 338, 340] 

[Docket No. 75N-0244] 

OVER-THE-COUNTER NIGHTTIME SLEEP-AID 
AND STIMULANT PRODUCTS 

Tontativo Final Ordors 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Tentative final orders. 

SUMMARY: These tentative orders 
establish conditions under which over- 
the-counter (OTC) nighttime sleep-aid 
and stimulant products are generally 
recognized as safe and effective and 
not misbranded and conditions under 
which daytime sedatives are not gener¬ 
ally recognized as safe and effective 
and are misbranded. These orders are 
based on the recommendations and 
findings of the OTC Sedative, Sleep- 
Aid, and Tranquilizer Panel and a pro¬ 
posal by the Commissioner of Food 
and Drugs, in accordance with proce¬ 
dures for the agency’s ongoing review 
of OTC drug products. 

DATES: Written objections and/or re¬ 
quests for an oral hearing before the 
Commissioner regarding these tenta¬ 
tive orders should be filed on or before 
August 14, 1978. 

ADDRESSES: Send objections and/or 
requests for an oral hearing to: Hear¬ 
ing Clerk (HFC-20, Food and Drug Ad¬ 
ministration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857. 

FOR FURTHER INFORMATION 
CONTACT: 

William E. Gilbertson, Bureau Of 
Drugs (HFD-510), Food and Drug 
Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-4960). 

SUPPLEMENTARY INFORMATION: 
In the Federal Register of December 
8, 1975 (40 FR 57292), the Commis¬ 
sioner of Food and Drugs, pursuant to 
§ 330.10(a)(6) (21 CFR 330.10(a)(6)), 
» issued a proposal to establish mono¬ 
graphs for over-the-counter (OTC 
nighttime sleep-aid, daytime sedative, 
and stimulant drug products, together 
with a summary of the report contain¬ 
ing the conclusions and recommenda¬ 
tions of the OTC Sedative, Sleep-Aid 
and Tranquilizer Panel (Panel), the 
Advisory Review Panel responsible for 
evaluating data on drugs in these cate¬ 
gories. Interested persons were invited 
to submit comments on the proposal 
by March 8, 1976. Within 30 days after 
the final day for submission of com¬ 
ments, reply comments could be filed 
with the Hearing Clerk in response to 
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comments filed in the initial 90-day 
period. 

A request was filed for extension of 
the deadlines for filing comments and 
reply comments due to the complex 
nature of the Panel report and pro¬ 
posed monographs, the fact that the 
information evaluated by the Panel 
was not available until 30 days after 
their publication, and the fact that 
there had been an outbreak of flu at 
the requester’s office. The request was 
denied because the 90-day comment 
period, which is already 1 Vz times 
longer than that usually provided for 
proposed regulations under Part 330 
(21 CFR Part 330), provides ample 
time for comment. 

In accordance with 8 330.10(a)(2) (21 
CFR 330.10(a)(2)), the data and infor¬ 
mation considered by the Panel was 
put on public display in the office of 
the Hearing Clerk, Food and Drug Ad¬ 
ministration (FDA), Room 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, 
after deletion of trade secret informa¬ 
tion. 

In response to the proposal, 27 com¬ 
ments and reply comments were re¬ 
ceived from 3 trade associations, 8 
drug manufacturers, 3 consumer 
groups, and 13 consumers. The Com¬ 
missioner, having reviewed the com¬ 
ments and reply comments, sets forth 
his conclusions under the following 
sections: 

Section I containing the general 
comments and reply comments, as well 
as on the specific comments and reply 
comments on each of the three prod¬ 
uct categories. 

Section II containing the Panel’s 
recommendations for Category I, Cat¬ 
egory H and Category III conditions 
as well as Category III testing guide¬ 
lines, all as modified by him on the 
basis of the comments and FDA’s inde¬ 
pendent evaluation of the Panel's 
report. The Commissioner’s conclu¬ 
sions will include a restatement of the 
Panel’s recommendations and will con¬ 
stitute the Commissioner's adoption of 
( the Panel’s findings, as modified. In 
addition to substantive modifications 
in the Panel’s findings, the restate¬ 
ment will include changes for clarity, 
for regulatory accuracy, and for reflec¬ 
tion of any new data or information 
that has come to the Commissioner’s 
attention. Gratuitous or unsupported 
statements will be excluded. The Com¬ 
missioner’s agreement with comments 
suggesting modification of the Panel’s 
findings, and the Commissioner’s own 
decisions to modify them, will be re¬ 
flected in the Commissioner’s version 
of these sections. 

Section III containing the tentative 
final orders. All Category I conditions 
(generally recognized as safe and ef¬ 
fective) decisions of the Commission, 
including modifications thereof due to 
agreement with the comments, will 
appear in the tentative final orders. 


The Commissioner advises that for 
clarity the format of the labeling sec¬ 
tion of the tentative final orders has 
been revised from that originally con¬ 
tained in the proposed monographs. 

The Commissioner is aware that 
recent studies have implicated metha- 
pyrilene as a possible carcinogen or 
carcinogen synergist with nitrites in 
rats. The report concerns the finding 
of a 30-percent incidence of liver 
cancer resulting from the combined 
administration of methapyrilene and 
sodium nitrite. There is concern 
aroused by the nitrosation of tertiary 
amines because of the possibility that 
such reactions may occur in the 
human stomach (from ingested amines 
in foods and drugs and nitrites in food, 
as well as the high nitrite content of 
human saliva) and thus create a po¬ 
tential health hazard. 

The studies implicating methapyri¬ 
lene are too preliminary to support a 
definitive finding that methapyrilene 
is itself a carcinogen and must be re¬ 
moved immediately from all products 
in the OTC drug market. 

However, after thoroughly reviewing 
all studies bearing on the carcinogen¬ 
icity potential of methapyrilene, and 
in view of the fact that one study has 
shown evidence of at least a cocarcino- 
genic or synergistic effect, the Com¬ 
missioner has concluded that the stud¬ 
ies are sufficiently persuasive to war¬ 
rant that methapyrilene be classified 
as Category H for use as an OTC 
nighttime sleep-aid. This issue is dis¬ 
cussed at greater length later in this 
document. 

FDA has requested and received as¬ 
surance from the National Cancer In¬ 
stitute (NCI) that high priority will be 
given to methapyrilene testing in 
short term carcinogenicity screening 
tests developed at the Frederick Re¬ 
search Center: NCI has initiated a car¬ 
cinogenesis bioassay on methapyrilepe 
at the Frederick Research Center. 

In the event that data from these 
other studies produce evidence that 
methapyrilene poses a health hazard 
as a carcinogen, the agency will take 
appropriate action to remove this 
active ingredient from the market, 
whatever its use, i.e., sleep-aid, antihis¬ 
tamine. 

I. The Commissioner’s Conclusions 

on the Comments and Reply Com¬ 
ments 

A. GENERAL COMMENTS • 

1. A comment urged the agency to 
explicitly recognize the legal status of 
the monographs Issued under the OTC 
Drug Review as being interpretive, as 
distinguished from substantive regula¬ 
tions. 

This subject was dealt with in para¬ 
graphs 85 through 91 of the preamble 
to the procedures for classification of 
over-the-counter drugs published in 
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the Federal Register of May 11, 1972 
(37 FR 9464), and the Commissioner 
reiterates the conclusions stated there. 

2. Numerous comments from private 
citizens voiced concern over the false 
and misleading claims made for many 
of the products considered by this 
Panel and expressed support for the 
proposed monographs. 

One of the purposes of the proposed 
monographs is, of course, to eliminate 
any exaggerated or false and mislead¬ 
ing claims for these classes of prod¬ 
ucts. Such support by consumers for 
the agency proposals is greatly appre¬ 
ciated. 

3. A comment stated that FDA will 
have to modify the Panel's recommen¬ 
dations substantially if the final 
monographs are to be in accord with 
Executive Order 11821, which requires 
a financial impact assessment. 

The combined annual sales of OTC 
nighttime sleep-aids, daytime seda¬ 
tives, and stimulant products do not 
reach the minimum inflation impact 
limits necessary to invoke Executive 
Order 11821. Moreover, elimination of 
daytime sedatives, proposed elsewhere 
in this document, together, with the 
cost of required testing for other 
classes of drugs does not approach the 
minimum limits necessary to invoke 
Executive Order 11821. 

4. Two comments claimed that there 
is no provision in the law for Category 
III and that it is illegal per se. The gist 
of the comment is that Category III 
status is incompatible with continued 
lawful marketing of a product without 
an approved NDA. 

This matter is presently in litigation. 
The Commissioner's position will be 
explained there. 

5. One comment stated that the indi¬ 
cations for the products should not be 
limited to the precise words as set 
forth in quotation marks in the pro¬ 
posed monographs. The comment 
argued that there are obviously other 
ways and other words that can be used 
to convey the same meaning as the 
phrases set forth in the proposed 
monographs and it would be unduly 
restrictive, unlawful and unconstitu¬ 
tional to prevent the use of such alter¬ 
natives. 

The Commissioner concludes that 
the limitation of terminology in the 
indications for these products is essen¬ 
tial to assure their proper and safe use 
by the public. The Commissioner will 
permit alternative terminology only 
after approval of an appropriate peti¬ 
tion to the agency under 
§330.10(a)(12) (21 CFR 330.10(a>(12)) 
and publication of an amendment to 
an appropriate monograph. The ratio¬ 
nale behind this policy was discussed 
in the Commissioner’s response to 
comments in the antacid tentative 
final monograph published in the Fed¬ 
eral Register of November 12, 1973 
(38 FR 31260). The policy was further 


discussed in the amendment to the 
antacid monograph published in the 
Federal Register of March 13, 1975 
(40 FR 11718), which restricts labeling 
to the exact terms approved by the 
Commissioner. 

6. A comment stated that the Panel 
went beyond its charter in making 
statements concerning the advertising 
of the products under review, and that 
such statements regarding OTC drug 
product advertising were not only for¬ 
mulated with inadequate information 
but were also highly inappropriate for 
inclusion in a scientific report. 

The Panel went beyond the limits of 
its charter in making statements with 
respect to advertising. However, the 
Panel members understood the limits 
of FDA authority when they did so 
and simply wished to make their views 
known to FDA and the Federal Trade 
Commission (FTC), which controls 
such advertising, that a coordinated 
effort was essential to assure compli¬ 
ance by the industry with the stand¬ 
ards imposed by the OTC mono¬ 
graphs. Since the Commissioner 
cannot act on this recommendation 
other than to bring the Panel's views 
to the FTC’s attention, there is no 
need to reply to the adequacy of the 
data on the basis of which the Panel 
made it. 

7. A comment noted that the Panel 
failed to differentiate between dosage 
levels of active ingredients on the 
basis of their salt forms and urged 
that this oversight be corrected. 

The Commissioner agrees with the 
comment and concludes that where 
more than one salt form of an active 
ingredient has been placed in Catego¬ 
ry I or Category III, the dosage levels 
will be evaluated and expressed in 
terms of the concentration of the base. 

8. A comment expressed concern 
with the increasing number of drugs 
being placed in Category III by the ad¬ 
visory panels, which, the comment 
suggested, are taking “the easy way 
out” by relieving themselves of the 
decisionmaking responsibility. 

The comment identifies a real possi¬ 
bility but has no application here. In 
the case of OTC nighttime sleep-aids, 
little, if any, scientific study had ever 
been done on the active ingredients 
for the sleep-aid indication. These in¬ 
gredients are all antihistamines and 
were marketed as nighttime sleep-aids 
to capitalize on the common side 
effect of antihistamines, i.e., drowsi¬ 
ness. By placing such ingredients in 
Category III, the Panel was in effect 
asking for effectiveness studies to be 
carried out, in many cases for the first 
time, to relate the known pharmacolo¬ 
gic action of the ingredients to the in¬ 
dication for use for which they were 
being evaluated. Additionally, the 
Panel carefully set forth testing guide¬ 
lines designed to permit movement to 
Category I. As for daytime sedatives. 


the Panel, in addition to putting spe¬ 
cific ingredients in Category II. placed 
the entire class of products in Catego¬ 
ry III because it felt that so little re¬ 
search had been carried out that there 
was a serious question whether a 
target population exists who needs 
this class of products, and further, 
whether antihistamine ingredients are 
capable of performing a “sedative” or 
“calmative” function that would be 
safe for daytime use. 

9. A comment expressed concern 
that no nighttime sleep-aid or daytime 
sedative ingredient had been placed in 
Category I and stated that “This con¬ 
tinued attempt to restrict the market¬ 
ing of OTC drugs, which was previous¬ 
ly manifest in the OTC monograph on 
anti-diarrheal drugs and the mono¬ 
graph on skin antiseptics, is contrary 
to the original objectives set forth for 
these monographs.” The comment 
quotes remarks of former Department 
of Health. Education, and Welfare 
(HEW) Secretary Weinberger and 
former FDA Commissioner Schmidt, 
generally predicting that the OTC 
Drug Review would not result in dras¬ 
tic curtailment in the availability of 
OTC products. 

The quoted remarks of former Sec¬ 
retary Weinberger and former Com¬ 
missioner Schmidt related to all OTC 
drug products, and did not imply a 
general rule in favor preserving as 
many products in each category as 
possible even if there were insufficient 
data to support the safety and effec¬ 
tiveness of the ingredients reviewed. 

10. One comment expressed opposi¬ 
tion to both prescription and nonpre¬ 
scription (OTC) nighttime sleep-aids 
and daytime sedatives on the grounds 
that they either create dependency or 
are ineffective. The comment urged 
that much stricter controls be imposed 
on all drugs of this type. 

The Commissioner believes that the 
comment reflects misunderstanding of 
the very different and much milder 
physiological action of antihistamines, 
which are the active ingredients in 
OTC nighttime sleep-aids and daytime 
sedatives, compared to the more 
potent active ingredients used in pre¬ 
scription drugs of this type. These pre¬ 
scription drugs, because of their abuse 
liability, are subject to strict controls 
under the Controlled Substances Act 
(21 U.S.C. 801 et seq,). Antihistamines 
which are not regulated under that 
act, have generally been regarded as 
having low abuse potential and no 
ability to create dependency. The 
Commissioner concluded that while 
the effectiveness of antihistamines in 
existing sleep-aid and sedative prod¬ 
ucts may well be questioned, as has 
been the case in this rule making pro¬ 
ceeding, adequate clinical evaluation 
following the Category III testing 
guidelines should resolve such ques¬ 
tions in the future. 
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The Commissioner advises that he 
will continually review any evidence of 
misuse or abuse. If information be¬ 
comes available to suggest that fur¬ 
ther action is necessary to protect the 
public health, such action will be initi¬ 
ated. 

The Panel has recommended and 
the Commissioner concurs that night¬ 
time sleep-aids and stimulants be lim¬ 
ited to not more than 14 days continu¬ 
ous use because symptoms requiring 
use for longer periods may indicate se¬ 
rious underlying disease. In such a 
case, the patient should consult a phy¬ 
sician. 

The Panel also recommended that 
the quantity of drug available in an 
OTC nighttime sleep-aid product con¬ 
tainer be limited to prevent abuse and 
misuse of OTC nighttime sleep-aids, as 
well as accidental ingestion of a lethal 
dose. The Commissioner has no au¬ 
thority to limit package size, but urges 
industry to comply voluntarily with 
the panel's recommendation as dis¬ 
cussed in the report below. 

The Commissioner has concluded in 
comment 68 below, based on the lack 
of a suitable target population and 
adequate studies proving safety and 
effectiveness, that daytime sedatives 
shall be Category II for safety and ef¬ 
fectiveness. Therefore, the comment, 
as it relates to daytime sedatives, is 
moot. 

11. Two comments objected to the 
Panel’s recommendations that day¬ 
time sedative and nighttime sleep-aid 
packaging be designed to protect small 
children and that the quantity of the 
drug in the container be limited to 
prevent accidental ingestion of a 
lethal dose. The comment criticized 
the Panel for exceeding its mandate, 
since the Consumer Product Safety 
Commission, not FDA, is the agency 
charged by Congress with setting 
standards for safety packaging. 

The Panel’s suggestion is both logi¬ 
cal and appropriate. Because the FDA 
does not regulate products under the 
Poison Prevention Packaging Act, the 
Panel’s recommendations will be re¬ 
ferred to the Consumer Product 
Safety Commission. Since the Com¬ 
missioner has determined that day¬ 
time sedatives shall be Category II on 
grounds of safety and effectiveness 
and for lack of a suitable target popu¬ 
lation, the comment is moot as to 
those agents. 

12. One comment expressed opposi¬ 
tion to the Panel’s statement at 40 FR 
57317 on talc because it failed to dis¬ 
tinguish adequately between high 
purity talc, used in cosmetics and 
pharmaceuticals, and mixed general 
dusts, generally referred to as “talc” 
and used in industrial situations. The 
comment maintains that talc can be 
an important, if not essential, pharma¬ 
ceutic aid in the manufacturing of par¬ 
ticular dosage forms. The proposed 


monograph permits the use of talc 
that does not contain asbestos, but the 
comment argues that the use of the 
term “talc containing asbestos” was an 
inappropriate term chosen by the 
Panel. Further, the comment charges 
that although the Panel conclusion 
was logical, the prelude to that conclu¬ 
sion does not properly represent pub¬ 
lished scientific data. 

The Commissioner has reviewed the 
available data and concludes that the 
comment has raised a valid point in its 
reference to the term “talc containing 
asbestos.” Contamination of talc by as¬ 
bestos has in the past occurred, and 
the Panel cited several references on 
that point. Currently, however. FDA 
and a trade association are cooperat¬ 
ing in the development of more sensi¬ 
tive techniques to detect any potential 
asbestos contamination. The Commis¬ 
sioner concurs with this effort and rec¬ 
ognizes that talc that has no detect¬ 
able asbestos contaminants is available 
for cosmetic and pharmaceutical uses. 

The Commissioner disagrees with 
the charge that the Panel did not 
properly represent published scientific 
literature. The Panel may not have 
been sufficiently careful to distinguish 
between “cosmetic grade talc” and talc 
containing asbestos contaminants. 
That imprecision does not detract 
from the Panels's major concern, 
which was that no asbestos contamina¬ 
tion be present in any of the products 
under consideration. High purity, or 
platy talc, however, is the only grade 
presently used by responsible firms in 
the manufacture of drugs, and improv¬ 
ing methods of detecting asbestos 
fibers in talc will make it more feasible 
to guarantee that no asbestos contami¬ 
nation will occur. 

Since talc is an inactive ingredient, it 
will not be categorized as I, II, or III, 
but talc in pharmaceutical prepara¬ 
tions will be governed by the Commis¬ 
sioner's proposed regulation governing 
inactive ingredients published in the 
Federal Register of April 12, 1977 (42 
FR 19156). This proposal would pro¬ 
hibit the use in pharmaceutical prep¬ 
arations of talc or any other inactive 
ingredient that is not listed in an offi¬ 
cial compendium as a pharmaceutic 
aid, or is not safe in the amount ad¬ 
ministered. Of course, asbestos con¬ 
tamination would render the talc 
unsafe and would be prohibited by the 
regulation. 

13. A comment objected to the fol¬ 
lowing statement in the Panel’s con¬ 
clusions at 40 FR 57297: 

The Panel concludes that approval of an 
active ingredient or combination of active 
Ingredients for a particular indication 
should not be interpreted as unique to the 
active ingredient or to the combination. La¬ 
beling. package Insert, or advertising shall 
not refer to such approval either directly or 
by inference as a unique or exclusive en¬ 
dorsement of such an ingredient or combi¬ 
nation of ingredients. 


The comment argues that, “because of 
the unnecessary concern, the Panel 
has attempted to impose an improper 
prior restraint on the First Amend¬ 
ment rights of the OTC manufactur¬ 
er.” 

The panel’s conclusion was that 
claims implying an exclusive endorse¬ 
ment by FDA of ingredients or combi¬ 
nations would be misleading and 
would, therefore, fall within the defi¬ 
nition of misbranding under section 
502(a) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 352(a)). The 
prohibition against introducing mis¬ 
branded drugs into interstate com¬ 
merce has been upheld as constitu¬ 
tional for over 60 years. See Seven 
Cases v. United States, 239 U.S. 510, 36 
S. Ct. 190 (1915). Prohibiting such 
claims does not constitute a prior re¬ 
straint against First Amendment 
rights, since the First Amendment 
does not protect statements that mis¬ 
brand products. Such a restriction re¬ 
lates not to the general utterances or 
printing of inaccuracies regarding the 
approval of drugs for specific indica¬ 
tions, but to references that offend 
against the drug in such a way as to 
misbrand the product. See United 
States v. 8 Cartons, etc., 103 F. Supp. 
626 (W.D.N.Y., 1951); United States v. 
Article of Drug, 32 FJR.D. 32 (S.D. Illi¬ 
nois, N.D., 1963). There is, moreover, 
no prior restraint involved in the 
Panel's statement; a particular claim 
thought by FDA to be misleading for 
the reasons identified by the Panel 
would be proceeded against in a judi¬ 
cial action relating to the specific lan¬ 
guage used by the manufacturer. 

The Panel's statement does not deny 
the right of manufacturers to refer to 
the report or monograph. It merely 
urges that they be truthful and state 
that such approval is not exclusive to 
their products. The Commissioner con¬ 
curs with the Panel's statement. 

14. A comment objected to the fol¬ 
lowing general warning recommended 
by the Panel for OTC daytime seda¬ 
tives and nighttime sleep-aids: “Do not 
take this product if you are presently 
taking a prescription or OTC drug 
without consulting a physician or 
pharmacist”. The comment suggested 
that it be deleted in favor of specific 
drug interaction warnings where ap¬ 
propriate. 

The question of whether to have 
general or specific drug interaction 
warnings was discussed in considerable 
length in the preamble to the pro¬ 
posed general conditions on OTC 
drugs published in the Federal Regis¬ 
ter on June 4, 1974 (39 FR 19880). In 
that document the Commissioner con¬ 
cluded that the proper way to handle 
possible drug interactions is to require 
that OTC drug labeling include a sepa¬ 
rate section, entitled “Drug Interac¬ 
tion Precautions,” stating the specific 
or general interaction problem in- 
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volved with each drug, if any. The 
Commissioner continues to believe 
that a general drug interaction precau¬ 
tion on all OTC products will most 
likely be disregarded by the general 
public whereas a specific warning will 
have the intended impact. The Panel’s 
recommendation of a general warning 
will therefore not be accepted; specific 
drug interaction warnings will instead 
be required where appropriate. 

15. One comment urged the immedi¬ 
ate removal of bromides from OTC 
drugs since those who rely on such 
medicines may be ignorant of the haz¬ 
ards posed by these products and may 
be placing their lives in danger with 
continued use. 

The Commissioner agrees that ingre¬ 
dients that are not generally recog¬ 
nized as safe should be removed from 
the market as soon as possible. Howev¬ 
er, the Panel concluded and the Com¬ 
missioner agrees that bromides are 
safe but ineffective at currently mar¬ 
keted dosage levels, and unsafe only at 
the higher dosage levels that would be 
necessary for them to be effective. 
Since there is no question of safety at 
the currently marketed dosage levels, 
the Commissioner can find no ratio¬ 
nale for removal of these products 
before the completion of the OTC 
Drug Review process. However, the 
Commissioner notes that the manufac¬ 
turer of one bromide-containing prod¬ 
uct with both nighttime sleep-aid and 
daytime sedative claims has reformu¬ 
lated the product to remove bromides. 

16. A comment requested that all in¬ 
gredients in OTC sleep-aid and stimu¬ 
lant drugs be conspicuously listed on 
the label of these products. 

The Commissioner advises that sec¬ 
tion 502(e)(1)(A) of the act requires 
that the established name of each 
active ingredient appear on a drug 
product label. Certain other ingredi¬ 
ents, whether active or not, are also 
required to appear on the label under 
this section. Although there is no au¬ 
thority under the law to require a dec¬ 
laration of inactive ingredients, this 
has frequently been suggested by OTC 
advisory panels, and inactive ingredi¬ 
ents are sometimes included voluntar¬ 
ily by certain manufacturers. 

The Commissioner favors the decla¬ 
ration of all ingredients including the 
inactive ones, and in the absence of 
authority to require the inclusion of 
inactive ingredients in OTC product 
labeling, issued the April 12, 1977 pro¬ 
posal setting forth the maimer in 
which inactive ingredients must be de¬ 
clared if they are voluntarily included 
in the labeling by the manufacturer. 

17. A comment stated that the Panel 
recommended that similar methodolo¬ 
gy be used in the evaluation of both 
OTC and prescription nighttime sleep- 
aids, as described in the Prescription 
Drug Hypnotic Guidelines (40 FR 
57314; Dec. 8, 1975). The comment ob¬ 


jected that these guidelines had not 
been furnished to the OTC drug in¬ 
dustry and consequently cannot be 
commented on. 

The Commissioner advises that the 
guidelines in question are properly in¬ 
dexed and have been on display with 
all other documents pertaining to this 
report in the office of the Hearing 
Clerk, FDA, Room 4-65, 5600 Fishers 
Lane, RockvUle, Md. 20857, since Janu¬ 
ary 4, 1976, as provided in the OTC 
drug review regulation (21 CFR 
330.10(a)(2)). These guidelines are in¬ 
dexed and labeled as OTC Volume 
050048. Copies are available on written 
request to the office of the Hearing 
Clerk. 

It should be noted that these pre¬ 
scription drug guidelines were merely 
used as an aid in drafting the Panel’s 
own testing guidelines and were given 
no special status. 

B. GENERAL COMMENTS ON OTC NIGHTTIME 
SLEEP-AIDS 

18. One comment stated that the 
Panel seeks to make all “sleeping 
pills” prescription drugs, which will 
greatly increase their cost. 

The comment is mistaken; the Panel 
report and proposed monograph clear¬ 
ly recognize the usefulness and value 
of OTC nighttime sleep-aide and do 
not propose that they all be restricted 
to prescription use. 

19. Two comments urged that sleep- 
aids be available only on prescription 
because of their potential for misuse. 

The Commissioner has reviewed the 
data on abuse of OTC nighttime sleep- 
aids, and has not found sufficient evi¬ 
dence of pharmacologic potential for 
misuse or abuse of these agents to 
warrant placing OTC nighttime sleep- 
aids on prescription or recommending 
that they be subject to increased con¬ 
trols on prescription and distribution 
under the Controlled Substances Act. 

Although there is little or no phar¬ 
macologic potential for abuse of the 
ingredients in OTC nighttime sleep- 
aids, the Commissioner is aware that 
some OTC products have appeared in 
the Drug Enforcement Administra¬ 
tion’s Drug Abuse Warning Network 
Reports. One possible explanation of¬ 
fered is that certain OTC nighttime 
sleep-aids, daytime sedatives and stim¬ 
ulants intentionally or unintentionally 
bear a strong physical resemblance in 
capsule or tablet size, shape, or color 
to controlled prescription stimulants, 
tranquilizers, hypnotics, and sedatives 
that are frequently abused and sold in 
illegal transactions. In fact, certain 
OTC products have even been market¬ 
ed with trade names that closely re¬ 
semble those of controlled prescrip¬ 
tion drugs. These look-alike/sound- 
alike drugs may also represent an at¬ 
tempt to benefit from such resem¬ 
blance by implying some type of added 
efficacy or strength to a product. If 


such look-alikes present an opportuni¬ 
ty for abuse, the Commissioner may 
consider initiating appropriate action 
under section 502(a) of the act. 

20. A pharmacist commented that 
Dr. William W. Douglas in L. S. Good- 
mand and A. Gilman (eds.), “The 
Pharmacological Basis of Therapeu¬ 
tics,” 4th Ed., McMillan, New York, p. 
645, states that “while antihistamines 
• • • are generally ineffective in rec¬ 
ommended doses, some singularly sen¬ 
sitive individuals may derive benefit.” 
The comment objects to the idea of 
marketing antihistamines for sleep 
since only those singularly sensitive 
individuals will benefit. 

The Commissioner notes that the 
passage referred to in the comment 
reads: “The tendency of certain anti¬ 
histamines • • • to produce somno¬ 
lence has led to their use as hypnotics. 
They are by no means as powerful or 
effective as the barbiturates, for exam¬ 
ple, but they may have value in select¬ 
ed patients. Antihistamines, particu¬ 
larly methapyrilene, are present in 
various proprietary remedies for in¬ 
somnia that are sold ‘over the 
counter.’ While these remedies are 
generally ineffective in the recom¬ 
mended doses, some singularly sensi¬ 
tive individuals may derive benefit.” 

The Panel concurred with the con¬ 
clusion that existing OTC dosage 
levels were not effective and recom¬ 
mended that methapyrilene be placed 
in Category III so that appropriate 
safety and effectiveness studies could 
be carried out at the higher dosage 
recommended by the Panel. Data sup¬ 
porting the effectiveness of the ingre¬ 
dients need not show that they are ef¬ 
fective in all patients, just in a signifi¬ 
cant proportion of the target popula¬ 
tion (21 CFR 330.10(a)(4)(ii)). The 
Commissioner has reviewed the availa¬ 
ble data and concludes that the Panel 
was justified in its decisions. If the 
further testing recommended by the 
Panel fails to prove the safety and ef¬ 
fectiveness of any antihistamine for 
use as a nighttime sleep-aid in a suit¬ 
able target population, that ingredient 
will be reclassified as Category II and 
removed from the market 6 months 
after publication of the final order. 
The point is, of course, moot for meth¬ 
apyrilene since it has already been re¬ 
classified as Category II for safety. 

21. A comment stated that the con¬ 
clusions reached by the Panel demon¬ 
strate a prejudice against the OTC 
nighttime sleep-aid class of drugs and 
that judgment on the issues of safety 
and effectiveness should not be 
clouded by philosophical consider¬ 
ations. 

The Panel members were aware of 
and sensitive to philosophical consid¬ 
erations. However, they did not base 
their decisions on those concerns. In 
fact, the Panel Chairman, Dr. Karl 
Rickels, specifically pointed out in his 


FEDERAL REGISTER, VOL 43, NO. 114—TUESDAY, JUNE 13, 1978 








25548 


PROPOSED RULES 


speech at the December 4. 1975 FDA 
press conference on the report that: 

Although the Panel Informally discussed 
the philosophical issues relating to drug 
abuse ana misuse as well as chemical inter¬ 
vention in mood modification, we did not 
address these subjects in the report for two 
reasons. First, our mandate from FDA was 
based on much narrower grounds. We were 
asked to review the data placed before us 
and to determine if the active ingredients 
we reviewed could be generally recognized 
as safe and effective. Second, as constituted, 
our Panel simply did not have the expertise 
to discuss the philosophical and moral ques¬ 
tions. 

The comment offers no evidence, ex¬ 
amples, or proof of bias on the part of 
the Panel. Far from being “biased" 
against OTC nighttime sleep-aids, the 
Panel stated in the preamble to the 
December 8, 1977 proposal at 40 FR 
57296: “The Panel accepts that experi¬ 
encing occasional sleep problems is a 
valid indication for OTC medication." 

C. COMMENTS ON SCOPOLAMINE 

22. A comment disagreed with the 
Panel’s placement of scopolamine in 
Category II as a nighttime sleep-aid 
for reasons of lack of safety and effi¬ 
cacy and urged its placement in Cate¬ 
gory III. The comment points out that 
the Panel has held that it had insuffi¬ 
cient data on the efficacy or safety of 
scopolamine at dosages currently em¬ 
ployed but, at the same time, it had 
not adduced any evidence to show that 
it would not be effective or that it 
would produce untoward effects at 
those levels. This is particularly true 
in regard to the use of scopolamine in 
combinations with other ingredients 
for hypnotic purposes. There is al¬ 
ready good documentation for the ef¬ 
fectiveness of such combinations, ac¬ 
cording to the comment, although the 
comment acknowledged that factorial 
studies have not been performed to 
evaluate the contribution of individual 
constitutents. The comment states 
that such a situation argues compel- 
lingly for placement of scopolamine in 
Category III in combination sleep-aid 
products so that its potential benefits 
and risks as a component of OTC 
nighttime sleep-aids can be properly 
investigated. 

The Commissioner concurs with the 
Panel's conclusion that scopolamine is 
presently marketed at ineffective 
dosage levels. The Panel advised that 
there are documented safety problems 
at what they perceived as the effective 
dosage level. The comment offers no 
new data to support effectiveness at 
the lower dosage level. In addition the 
comment points to no conclusive fac¬ 
tual or theoretical evidence that sco¬ 
polamine is effective at lower dosage 
levels in combination with other ingre¬ 
dients. The Commissioner concludes 
that should such evidence be pro¬ 
duced, perhaps scopolamine might be 


generally recognized as safe and effec¬ 
tive in that combination. If at some 
future time evidence is developed of 
effectiveness of scopolamine at lower 
levels in combination with antihista¬ 
mines, a petition to amend the mono¬ 
graph can be filed. 

D. COMMENTS ON DIPHENHYDRAMINE 

23. A comment stated that sufficient 
data and information were submitted 
to the Panel to warrant the placing of 
diphendydramine at a level of 50 mg 
in Category I as an OTC nighttime 
sleep-aid. 

The comment offered no new or ad¬ 
ditional information. The Commission¬ 
er concludes that additional data are 
necessary to support the classification 
of diphenhydramine as a Category I 
OTC nighttime sleep-aid. The Com¬ 
missioner also concludes that two well- 
controlled clinical studies following 
the principles established in 
§ 314.111(a)(5)(ii) are necessary to 
demonstrate the safety and effective¬ 
ness of diphenhydramine as an OTC 
nighttime sleep-aid. Both the 50-mg 
and 100-mg dosage levels should be 
studied with a careful comparison of 
side effects at both dosage levels. 

24. One comment state that the ref¬ 
erence material cited for diphenhydra¬ 
mine hydrochloride shows that 188 
subjects were tested in 3 EEG studies, 
which demonstrated effectiveness at a 
50-mg dose, and that, consequently, 
further EEG studies should not be re¬ 
quired to place diphenhydramine hy¬ 
drochloride in Category I as a night¬ 
time sleep-aid. 

The Commissioner agrees that, in 
view of the extensive EEG testing al¬ 
ready done, additional EEG studies 
will not be required to demonstrate 
the effectiveness of diphendydramine 
as a nighttime sleep-aid. 

E. COMMENTS ON DOXYLAMINE 

25. A number of comments support¬ 
ed the safety of doxylamine succinate 
as an OTC nighttime sleep-aid and 
argued that it should be placed in Cat¬ 
egory I. 

The Commissioner has reviewed all 
pertinent data available on the safety 
of doxylamine succinate, including 
that available to the Advisory Review 
Panel on Cold, Cough. Allergy, Bron- 
chodilator and Antiasthmatic Drug 
Products, whose recommendations and 
conclusions published in the Federal 
Register of September 9, 1976 (41 FR 
38311). 

The Commissioner has concluded in 
comment 26 below that testing is re¬ 
quired to prove the safety and effec¬ 
tiveness of doxylamine succinate as an 
OTC nighttime sleep-aid. As part of 
these controlled trials, the side effects 
should be carefully monitored. A deci¬ 
sion on the safety of doxylamine suc¬ 
cinate as an OTC nighttime sleep-aid 
will be made after a benefit-to-risk 
evaluation of the controlled trials. 


26. A number of comments urged 
that doxylamine succinate be general¬ 
ly recognized as effective as an OTC 
nighttime sleep-aid and objected to 
the proposed requirement of five addi¬ 
tional studies as being excessive. 
Among the comments was one which 
pointed out that L. S. Goodman and A. 
Gilman (eds.), “The Pharmacological 
Basis of Therapeutics," 4th Ed. 
McMillan, New York. p. 132 (1970), 
states that doxylamine, one of the 
older antihistamines, has impressive 
hypnotic properties. 

The Panel concluded in their report 
that doxylamine succcinate in a single 
dosage of 25 to a maximum of 50 mg 
per day at bedtime may be both safe 
and effective as an OTC nighttime 
sleep-aid. A minimum of at least five 
additional well-controlled studies, in¬ 
cluding at least three clinical and two 
EEG studies, were recommended to 
prove both safety and effectiveness. 

The Commissioner concurs with the 
comments that five additional studies 
are excessive for this drug. The Com¬ 
missioner concludes that two well-con- 
trolled clinical studies foliowring the 
principles established in 

§314.111(a)(5Xii) and one EEG study 
are necessary to demonstrate the 
safety and effectiveness of doxylamine 
succinate as an OTC nighttime sleep- 
aid. 

Testing requirements for phenylto- 
loxamine and pyrilamine are also 
modified to conform to the require¬ 
ment of two well-controlled clinical 
studies and one EEG study to demon¬ 
strate the safety and effectiveness of 
these drugs as OTC Nighttime Sleep- 
aids. 

p. comments on methapyrilene 

27. Two comments objected to the 
placement of methapyrilene hydro¬ 
chloride and methapyrilene fumarate 
in Category III with respect to safety. 
The comments cite the extensive mar¬ 
keting experience writh methapyrilene 
both as a nighttime sleep-aid and as 
an antihistamine and the Cold. Cough. 
Allergy, Bronchodilator, and Anti asth¬ 
matic Drug Products Advisory Review 
Panel's conclusion that methapyrilene 
is safe at dosages of up to 50 mg every 
6 hours. The comments go on to point 
out the safety data presented to the 
Advisory Review Panel on OTC Night¬ 
time Sleep-Aid, Daytime Sedative and 
Stimulant products, the Panel's own 
conclusion in its final report that 
these drugs are probably safe, and its 
conclusion in its earlier draft of the 
final report that methapyrilene is in 
fact safe. The comments urge place¬ 
ment of methapyrilene hydrochloride 
and methapyrilene fumarate in Cate¬ 
gory I with respect to safety as a 
nighttime sleep-aid in dosages up to 50 
mg. 

The safety issue to which these com¬ 
ments are addressed is the propensity 
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of methapyrilene or its salts to cause 
anticholinergic side effects or adverse 
reactions, not to its role as a possible 
carcinogen or co-carcinogen. The Com¬ 
missioner has indicated in the pream¬ 
ble to this document that preliminary 
data exist which tend to implicate 
methapyrilene as a carcinogen or co¬ 
carcinogen in rats. While the issue of 
carcinogenicity is being studied by the 
National Cancer Institute (NCI), as 
discussed in this document, the Com¬ 
missioner has concluded that existing 
data justify classification of methapyr¬ 
ilene in Category II for safety. The 
Commissioner concurs with the com¬ 
ment that the safety of methapyrilene 
(apart from any carcinogenic poten¬ 
tial) has been adequately demonstrat¬ 
ed at doses up to 50 milligrams. He 
therefore concludes that no further 
safety testing would be required to 
monitor anticholinergic side effects or 
adverse reactions at doses up to or at 
doses of 50 milligrams. The data pre¬ 
sented, together with the conclusions 
of the OTC Cough, Cold, Allergy, 
Bronchodilator, and Antiasthmatic 
Drug Products Advisory Panel, would 
amply justify this decision (41 FR 
38312). The point is moot, however, 
since methapyrilene is in Category II 
due to its possible carcinogenic poten¬ 
tial. 

28. Two comments objected to the 
Panel’s requirement for five additional 
well-controlled studies each to estab¬ 
lish the effectiveness of methapyrilene 
hydrochloride and methapyrilene fu- 
marate at a dosage of 50 mg as OTC 
nighttime sleep-aids. The comments 
cite the abundant data already pre¬ 
sented to the Panel as well as four ad¬ 
ditional studies using an OTC night¬ 
time sleep-aid-analgesic combination 
containing methapyrilene. The com¬ 
ments contend that the Panel’s con¬ 
cern that dosages above 50 mg seem 
worth investigating is insufficient 
reason for failing to recognize the ef¬ 
fectiveness of these drugs at the 50 mg 
level. 

The Commissioner notes that the 
Panel’s main concern with methapyri¬ 
lene involved effectiveness, especially 
the dosage level at which it would be 
most effective. The Commissioner 
feels that, in view of both the data 
presented and the long and extensive 
clinical history of its sedative side ef¬ 
fects, methapyrilene is probably effec¬ 
tive as an OTC nighttime sleep-aid at 
a dosage of 50 mg. The point is moot, 
however, since methapyrilene has 
been placed in Category II for reasons 
relating to safety. 

29. One comment stated that, since 
the references cited indicate that 
methapyrilene was tested by Dr. W. K. 
Noell in EEG studies of 100 subjects 
and found to be significantly better 
than placebo in time to “end of wake¬ 
fulness” and in time to “onset of 
sleep”, no further EEG studies should 


be required to place methapyrilene in 
Category I as a nighttime sleep-aid. 

The Commissioner concluded in 
comment 28 above that effectiveness 
considerations for methapyrilene are 
moot since it has been placed in Cate¬ 
gory II for safety due to its possible 
carcinogenic potential. 

G. COMMENTS ON OTC NIGHTTIME SLEEP- 
AID COMBINATIONS 

30. One comment pointed out that 
the regulation dealing with safety of 
OTC drugs (21 CFR 330.10(a)(4)(D) 
provides: 

Safety means a low incidence of adverse 
reactions or significant side effects under 
adequate directions for use and warnings 
against unsafe use as well as low potential 
for harm which may result from abuse 
under conditions of widespread availability. 
Proof of safety shall consist of adequate 
tests by methods reasonably applicable to 
show the drug is safe under the prescribed, 
recommended, or suggested conditions of 
use. This proof shall include results of sig¬ 
nificant human experience during market¬ 
ing. General recognition of safety shall ordi¬ 
narily be based upon published studies 
which may be corroborated by unpublished 
studies and other data. 

The comment maintains that proof 
of the low incidence of adverse reac¬ 
tions was submitted to the Panel in ac¬ 
cordance with the regulation, which 
calls for “adequate tests by methods 
reasonably applicable to show the 
drug is safe.” In those tests there was 
no significant difference between an 
OTC nighttime sleep-aid/analgesic 
combination and the placebo control. 
Proof of the “low potential for harm” 
under conditions of “abuse” consists, 
according to the comment, of the mar¬ 
keting experience of an OTC sleep- 
aid/analgesic combination product 
showing approximately 1 complaint 
for every 25 million tablets sold up to 
July 1973 and approximately 1 com¬ 
plaint for every 50 million tablets sold 
since July 1973. 

The comment points out further 
that, as required by the regulation, 
material showing the safety of the 
OTC nighttime sleep-aid/analgesic 
combination has been published. The 
comment contends that every condi¬ 
tion of the regulations for establish¬ 
ment of general recognition of safety 
of this combination product has been 
met and that the only reasonable con¬ 
clusion is that 50 mg of methapyrilene 
individually and in any combination 
product as an integral drug must be 
considered as generally recognized as 
safe under the proper standard of the 
governing law and regulations. 

As stated above in comment 27, the 
Commission has concluded that with 
respect to its propensity to cause side 
effects or adverse reactions, methapyr¬ 
ilene is safe for use as an OTC night¬ 
time sleep-aid at doses up to 50 mg. 

The Commissioner has no reason to 
believe that this safety would be any 


less when it is combined with an OTC 
analgesic product, these judgments 
concern only adverse reactions and an¬ 
ticholinergic side effects and not the 
possible carcinogenicity potential of 
methapyrilene which has resulted in 
its placement in Category II. Of 
course, this Category II classification 
includes combinations containing 
methapyrilene. 

31. A comment stated that the 
Panel’s recommendation to the Com¬ 
missioner on combinations of night¬ 
time sleep-aid ingredients is an inflexi¬ 
ble and arbitrary prohibition on per¬ 
missible combinations, is at variance 
with existing agency regulations for 
combinations of OTC drugs, and evi¬ 
dences a bias on the part of the Panel 
against OTC combination drugs. The 
regulations (21 CFR 330.10(a)(4)(iv)) 
state that: 

An OTC drug may combine two or more 
safe and effective active ingredients and 
may be generally recognized as safe and ef¬ 
fective when each active ingredient makes a 
contribution to the claimed effect(s); when 
combining of the active Ingredients does not 
decrease the safety or effectiveness of any 
of the individual active ingredients; and 
when the combination, when used under 
adequate directions for use and warnings 
against unsafe use, provides rational concur¬ 
rent therapy for a significant proportion of 
the target population. 

The comment argues that, since two 
drugs from the same pharmacological 
category may not be the same in a 
functional sense, the agency's position 
on OTC combination drugs should be 
consistent, whether the active ingredi¬ 
ents come from the same or from dif¬ 
ferent pharmacological classes. The 
Panel has approved combinations of 
an antihistamine and analgesic, sub¬ 
ject to further testing and the identifi¬ 
cation of a suitable target population. 
It has not permitted combinations of 
two ingredients from the same phar¬ 
macological class. 

The comment maintains that the 
general spectrum of pharmacologic ac¬ 
tivity may be very similar for several 
members of a pharmacologic class, but 
the intensity of effects will frequently 
vary with each compound. Also, where 
different chemical analogues in a class 
are present or where pharmacologic 
action is similar but chemical struc¬ 
ture is not, different mechanisms of 
action may exist to achieve effects not 
possible when one of the drugs is used 
alone. 

According to the comment, it is well- 
known that one can combine antihis¬ 
tamines to minimize sedation and 
maximize or maintain antiallergic ac¬ 
tivity. If this is so, the converse should 
be too, that is, one can maximize spe¬ 
cific sleep-aid potency at low dosages 
and minimize unwanted other “anti¬ 
histamine” side effects. 

The comment also argues that all of 
the nighttime sleep-aid products con¬ 
sidered in this review, including the 
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combination products, are known and 
demonstrated to be extremely safe at 
labeled dosages. The position ex¬ 
pressed in the comment is that the 
Panel’s concern with possible enhance¬ 
ment, through the combination of 
single ingredients, of “toxic effects, al¬ 
lergic and/or idiosyncratic reactions, 
and possibly unrecognized and unde- 
sireable drug interaction(s)” is based 
on speculation alone, and not on any 
supporting evidence. The Panel’s cita¬ 
tion of the sulfonamides or “triple 
sulfas” as a justifiable exception to 
their ruling against combination of 
single class ingredients serves to un¬ 
dermine their argument since Lehr, in 
his important work, found not only 
that the combination of different sul¬ 
fonamides achieved therapeutic poten¬ 
cy while avoiding the problem with 
crystalluria, as noted by the Panel in 
its report, but also that such a combi¬ 
nation actually lowered the incidence 
of untoward sensitivity reactions. 

The comment argues that the Panel 
failed to provide documentation ade¬ 
quate to justify its failure to follow 
the regulations set forth for the OTC 
drug review on combination drugs, and 
that furthermore, one combination 
OTC nighttime sleep-aid under consid¬ 
eration which combines two antihista¬ 
mines has an overwhelming record of 
safe public use. For these reasons, 
OTC combination nighttime sleep-aids 
containing two ingredients from the 
same pharmacologic class should be 
placed in Category III, and made avail¬ 
able to the public while testing is 
being carried out to verify the effec¬ 
tiveness of the combination. 

The Commissioner disagrees. The 
comment’s justification for the inclu¬ 
sion of two antihistamines in a combi¬ 
nation product is based on theoretical 
generalizations for which no docu¬ 
mented evidence was submitted. The 
comment failed to cite any data to 
support the contention that the effec¬ 
tiveness of combinations can be maxi¬ 
mized at low dosages while minimizing 
side effects. 

A Category III classification for a 
combination of two antihistamines 
would require the submission of data 
tending to show that such a combina¬ 
tion is safe and/or effective but which 
are insufficient to make a final deter¬ 
mination. Such data have not, in fact, 
been submitted. Accordingly, combina¬ 
tions of two antihistamines must be 
classified in Category II. 

32. A comment objected to the 
Panel s Category III classification of 
products containing methapyrilene 
and an analgesic that are offered for 
the relief of pain and to aid sleep. The 
Panel’s decision was based on the fact 
that the antihistamine methapyrilene 
was independently classified in Cate¬ 
gory III as a nighttime sleep-aid, and 
on the lack of sufficient data to estab¬ 
lish the existence of a meaningful 


target population requiring concurrent 
therapy from both ingredients. The 
comment contends that adequate and 
well-controlled studies demonstrate 
that the combination is, compared 
with placebo, effective in inducing 
sleep, improving the quality of sleep, 
and reducing pain. Combination drugs 
must, according to the comment, be 
evaluated as entities: If they accom¬ 
plish their labeled purpose, they must 
be deemed effective, even if there is no 
evidence that the combination is more 
effective than any of its components. 

The Commissioner agrees with the 
Panel’s analysis and rejects the com¬ 
ment’s position. The Panel’s classifica¬ 
tion of methapyrilene in Category III 
for effectiveness as a nighttime sleep- 
aid precludes placement of a combina¬ 
tion drug containing that ingredient in 
Category I. Although the comment is 
moot as to methapyrilene, it raises an 
issue that is involved in testing for any 
antihistamene/analgesic combinations 
used as OTC nighttime sleep-aids. 

That a combination of an antihista¬ 
mine and an analgesic is more effec¬ 
tive than placebo in inducing or im¬ 
proving the quality of sleep is not nec¬ 
essarily evidence for the effectiveness 
of methapyrilene as a sleep-aid, for 
the effectiveness observed in the stud¬ 
ies can as readily be attributed to the 
pain relief afforded by the analgesic 
component as to the soporific effects 
of the antihistamine. The promotion 
of sleep through the relief of pain is 
not a therapeutic effect properly asso¬ 
ciated with a “nighttime sleep-aid”; a 
nighttime sleep-aid exerts its thera¬ 
peutic effect through a pharmacologic 
action that brings about or maintains 
drowsiness, not through the elimina¬ 
tion of distractions that inhibit or in¬ 
terrupt sleep. Accordingly, a study of a 
combination antihistamine and anal¬ 
gesic product to establish the effec¬ 
tiveness of the combination as a night¬ 
time sleep-aid must be designed to test 
the combination against its analgesic 
component alone in the indicated pa¬ 
tient population. Only if the combina¬ 
tion were successful in such a study 
could it be inferred that the antihista¬ 
mine as a component of the combina¬ 
tion is an effective nighttime sleep-aid. 

Such success would not, however, 
demonstrate that the combination 
itself is effective for its intended 
therapeutic use for it would remain to 
show the existence of a significant pa¬ 
tient population that requires concur¬ 
rent therapy from an antihistamine 
for sleeplessness that is not caused by 
the distraction of pain, and from the 
analgesic, for sleeplessness that is. The 
two categories of patients are not self- 
evidently congruent: It may be that 
people who suffer sleeplessness for 
reasons other than pain are not the 
same people who suffer sleeplessness 
as the result of pain. Only where the 
two categories overlap are there pa¬ 


tients who can benefit from concur¬ 
rent therapy for the two independent 
conditions. It is the manufacturer’s 
burden to demonstrate that the degree 
of overlap is such as to represent a sig¬ 
nificant target population. To evaluate 
the significance of such a target popu¬ 
lation, if it exists, requires a study in 
which patients reporting concurrent 
symptoms of sleeplessness that is not 
perceived as resulting from pain, and 
sleeplessness that is so perceived are 
administered the combination as well 
as each of its components separately. 
If the combination is more successful 
than either of its components in this 
patient population, then the existence 
of the target population has been es¬ 
tablished, and its significance can then 
be evaluated. None of the studies sub¬ 
mitted to the Panel conform to this 
design. Therefore, they do not demon¬ 
strate the effectiveness of the combi¬ 
nation in accordance with the combi¬ 
nation drug effectiveness criteria of 21 
CPR 330.10(a)(4Xiv) of the regula¬ 
tions. To meet these criteria, the fac¬ 
torial design testing recommended by 
the Panel and adopted by the Commis¬ 
sioner must be conducted. 

The comment contends that the ex¬ 
istence of the target population has al¬ 
ready been demonstrated from market 
survey information indicating that sig¬ 
nificant numbers of people report 
“trouble sleeping due to pain.” This 
misses the point: If the patient can in 
fact determine that his/or her sleep 
problems are due to pain, he will take 
an analgesic to relieve the pain, and 
thus promote his sleep. It is contrary 
to sound medical practice for such a 
patient to treat himself with a product 
that also contains a nighttime sleep- 
aid, which, by hypothesis, he does not 
need. 

The comment also argues that pa¬ 
tients are capable of determining 
whether they require both a nighttime 
sleep-aid and an analgesic, pointing to 
the Panel’s statements that patients, 
through experience, are able to judge 
the dosage of analgesic that meets 
their needs. It does not follow, howev¬ 
er, that a patient able to estimate how 
much of an analgesic he/or she needs 
to relieve pain is also capable of diag¬ 
nosing sleeplessness that is due simul¬ 
taneously to both pain and an unrelat¬ 
ed sleep problem for which a sleep-aid 
is effective therapy. Moreover, even if 
patients could correctly diagnose such 
a condition it remains to be shown 
that such a condition actually exists. 
Only the factorial design studies rec¬ 
ommended by the Panel can demon¬ 
strate whether it does and whether 
the combination can treat it effective¬ 
ly. 

33. A comment argued that it is in¬ 
compatible with the new drug provi¬ 
sions of the act for the Commissioner 
to require a combination drug product 
to be shown to be effective by com- 
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parison with each of its components. 
According to the comment, if the com¬ 
bination achieves its labeled therapeu¬ 
tic effect, it must be found “effective” 
within the meaning of the act regard¬ 
less of whether the combination is no 
more effective than any of its compo¬ 
nents taken singly or whether a specif¬ 
ic component is found not to be gener¬ 
ally recognized as safe and effective. 
The product discussed in the comment 
is the combination of methapyrilene 
and an analgesic described in comment 
32. 

The Commissioner disagrees. The 
OTC Drug Review is a rule making 
proceeding pursuant to section 701(a) 
of the act. In such a proceeding, the 
Commissioner is not confined to 
making product-by-product determina¬ 
tions in accordance with section 505 of 
the act, but may apply the new drug 
definition by therapeutic class to in¬ 
gredients found in more than one 
product. “Weinberger v. Hynson, Wes- 
cott and Dunning, Inc.,” 412 U.S. 609, 
(1973); “Weinberger v. Bentex Phar¬ 
maceuticals, Inc.,” 412 U.S. 645, 650 
(1973); “USV Pharmaceutical Corp. v. 
Weinberger,” 912 U.S. 655, 664-67, 
(1973). 

The sections of the act cited in the 
comment deal with the definition of 
“new drug” and the requirements for a 
new drug application (NDA). These 
provisions do not directly bear upon 
the program for the classification by 
drug monograph of OTC drugs as gen¬ 
erally recognized as safe and effective, 
although the option for a manufactur¬ 
er to submit an NDA pursuant to the 
new drug provisions of the act is 
always open. 

The OTC Drug Review regulation 
for combination drugs (21 CPR 
330.10(a)(4)(iv)) provides that an OTC 
drug may combine two or more safe 
and effective active ingredients when 
each active ingredient makes a contri¬ 
bution to the claimed effect or effects 
and when the combination of active 
ingredients does not decrease the 
safety or effectiveness of any of the 
individual active ingredients. These re¬ 
quirements necessarily include a prior 
determination of the safety and effec¬ 
tiveness of each active ingredient for 
the claimed indication for use. If an 
ingredient has been determined to be 
in Category III for the sleep-aid indi¬ 
cation, it must follow that a combina¬ 
tion product containing that ingredi¬ 
ent is a Category III sleep-aid. 

Evidence that a particular combina¬ 
tion product is effective as an entity 
does not demonstrate that both com¬ 
ponents of the combination make a 
statistically significant contribution to 
effectiveness. The studies submitted to 
the Panel did not compare the market¬ 
ed product with the individual ingredi¬ 
ents in the formulation, and thus, did 
not substantiate the effectiveness of 


the antihistamine component as a 
nighttime sleep-aid. Since the Panel 
did not have sufficient independent 
evidence respecting the effectiveness 
of the antihistamine component as a 
sleep-aid to classify it other than in 
Category III, it could not properly 
conclude that the product should be 
classified in Category I as generally 
recognized as safe and effective as a 
fixed combination. 

If substantial evidence exists that a 
product containing a combination of 
ingredients is generally recognized as 
effective as a fixed combination, then 
there should also be evidence tht each 
ingredient in that product is individ¬ 
ually generally recognized as effective. 
No such evidence was submitted with 
respect to any analgesic/nighttime 
sleep-aid combination. Conversely, if it 
is determined that an ingredient is not 
generally recognized as effective for a 
particular indication, there can be no 
basis for concluding that a fixed com¬ 
bination product containing that in¬ 
gredient is generally so recognized. 

The contrary position taken in the 
comment not only repudiates the 
agency's combination drug policy, 
which has been applied for nearly a 
decade without serious legal challenge, 
but is also medically irrational. Pur¬ 
sued to its logical conclusion, the com¬ 
ment's reasoning would require the 
agency to approve as an effective 
nighttime sleep-aid a combination that 
contains not only agents that induce 
sleep and that promote sleep by reliev¬ 
ing pain, but also antibiotics and any 
other ingredients unrelated to the in¬ 
duction or promotion of sleep, simply 
because they do not detract from the 
effectiveness of the sleep-aid ingredi¬ 
ent itself in bringing about a state of 
drowsiness. The comment's position is 
erroneous both medically and legally. 

34. A comment criticized the Panel’s 
conclusion that studies on an analge¬ 
sic/nighttime sleep-aid were invalid 
because they were not blind in the 
true sense. The Panel noted that the 
investigators received a list of test sub¬ 
jects indicating by the use of the let¬ 
ters A and B who received the placebo. 
The comment points out that these 
lists were in a sealed envelope marked 
“to be opened only at the conclusion 
of the study or in the event of an 
emergency.” The comment therefore 
states that the judgments made by the 
Panel with respect to these tests were 
in error. 

This fact was not made clear in the 
original data submitted to the Panel 
for review and has now been taken 
into account in the Commissioner's 
evaluation of the safety and effective¬ 
ness of analgesic/nighttime sleep-aid 
combination drugs. 

35. A comment contended that seven 
studies presented to the Panel on a 
combination OTC nighttime sleep-aid/ 
analgesic containing methapyrilene 


showed positive sleep induction activi¬ 
ty. Since three of these studies in¬ 
volved patients with no pain, and since 
methapyrilene was the only sedative 
ingredient in the combination, the 
comment maintains that the sleep in¬ 
duction activity must be attributed to 
it. The comment points out further 
that these seven studies are discussed 
by the Panel in the December 8, 1975 
proposal at 40 PR 57316 stating in part 
that “The manufacturer produced 
seven well-designed, well-controlled 
studies in support of his claim • • •. All 
seven studies were generally well done, 
• • •. They indicate clearly that the 
combination is more effective than 
placebo in inducing sleep, creating a 
better quality of sleep, and reducing 
pain.” 

The comment contends that in op¬ 
posing the conclusion reached in these 
seven studies, the Panel makes several 
arguments which are not germane to a 
proper decision. The comment argues 
that the Panel either directly or by 
implication makes judgments about 
the relative effectiveness of the indi¬ 
vidual ingredients and rejects valid re¬ 
sults, and insists on a factorial design 
study which is not well-suited to the 
demonstration of sleep-aid effective¬ 
ness. 

The Commissioner disagrees. The 
Panel did not reject the conclusions of 
the studies in question but merely 
found them to be irrelevant because it 
was impossible to attribute the results 
to only one of the active ingredients. 
Testing a combination drug against its 
individual ingredients is the only way 
to make sure that an observed effect is 
due to one rather than all of the in¬ 
gredients. Therefore, the Panel quite 
properly required a factorial design 
study so that the relative contribution, 
if any. of each of the active ingredi¬ 
ents could be determined. While com¬ 
binations containing methapyrilene 
are classified in Category II, the facto¬ 
rial design study suggested by the 
Panel will be retained in the testing 
guidelines for other combinations of 
analgesics and Category I or Category 
III antihistamines. (See part II. para¬ 
graph D. below—Data Required for 
OTC Nighttime Sleep-aid Ingredient 
Evaluation.) 

38. One comment stated that the 
Panel’s true reason for failure to give 
recognition of safety to OTC night¬ 
time sleep-aid/analgesic combinations 
was grounded in bias against combina¬ 
tion products. The comment contends 
that preference for single ingredient 
products because Qf “possible unrecog¬ 
nized and undesirable drug 
interaction^)” is not a viable basis for 
denying general recognition of safety 
and effectiveness. Mere speculation 
based upon an abstract, theoretical 
generalization that perhaps some 
drugs might be rendered unsafe by the 
addition of further ingredients cannot 
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prevail against the concrete demon¬ 
stration by adequate studies submitted 
to the Panel that a combination OTC 
nighttime sleep-aid/analgesic product 
specifically, under its recommended 
conditions of use. is in fact safe. Nei¬ 
ther, then, according to the comment, 
is methapyrilene itself unsafe as it ap¬ 
pears and is used in the combination 
product. 

The comment is correct that theo¬ 
retical considerations cannot be ac¬ 
cepted in place of actual data. The 
Category III status of analgesic-night¬ 
time sleep-aid combinations is not 
based upon a question of safety but 
upon whether there is a significant 
target population which requires anal¬ 
gesia and sleep induction concurrent¬ 
ly. (See comment 32 above.) 

37. A comment objected to the 
Panel’s statement that “whether the 
combination of an analgesic and a 
nighttime sleep-aid enhances the ef¬ 
fectiveness of either type of agent 
cannot be answered from the data re¬ 
viewed.” The comment states that 
there is no requirement that one in¬ 
gredient in a combination enhance the 
activity of another. It is only required 
that there not be diminution of safety 
and effectiveness due to inclusion of 
another active ingredient. 

The comment takes out of context 
and misinterprets the Panel’s state¬ 
ment, which was part of an extensive 
discussion of the effectiveness of an 
analgesic/nighttime sleep-aid combi¬ 
nation for a target population of indi¬ 
viduals suffering from both pain and 
inability to sleep (40 FR 57316). The 
Panel, in an attempt to assist studies 
in this area, suggested that it might be 
possible that either the sleep-aid in¬ 
gredient or the analgesic ingredient 
had an enhancing effect on the other 
ingredient. The Panel did not require 
a sparing or enhancing effect for the 
combination to exist, but merely sug¬ 
gested that such an effect would be 
beneficial if it could be proved. 

38. One comment stated that, while 
much has been written about the in¬ 
teraction of marketed drug products, 
in every instance these reactions are 
related to the pharmacologic spectrum 
of the drug. At the present time, inso¬ 
far as can be anticipated, the risk of 
interaction of antihistamines with 
other substances in our environment 
has been anticipated by the Panel in 
its requirements for labeling stating 
that an OTC nighttime sleep-aid prod¬ 
uct should not be used with other 
medications. The comment argues 
that, although it is possible that inter¬ 
actions presently unknown between 
antihistamines and some other drug 
may be identified at some future date, 
such theoretical possibility cannot 
stand as sufficient Justification to pro¬ 
scribe the use of antihistamines either 
alone or in combination with analgesic 
ingredients. 


The comment is valid and empha¬ 
sizes the need for the Panel to justify 
every position taken. Based upon cur¬ 
rently available information, the Com¬ 
missioner concludes that the combina¬ 
tion of an OTC nighttime sleep-aid 
with an analgesic presents no special 
or unique safety problems from the 
standpoint of drug interactions. (See 
comment 36 above.) 

39. One comment was accompanied 
by four additional clinical studies not 
previously published or reviewed by 
the Panel. These studies used an anal¬ 
gesic/nighttime sleep-aid combination 
product consisting of aspirin, aceta¬ 
minophen and methapyrilene fumar- 
ate. The comment contends that, 
based on these studies as well as the 
other available data, methapyrilene 
fumarate 50 mg and an analgesic/ 
sleep-aid combination drug containing 
methapyrilene should be generally 
recognized as safe and effective for de¬ 
creasing sleep latency and in providing 
better quality sleep, especially in the 
case of the analgesic/sleep-aid combi¬ 
nation product for sleep disrupted by 
pain. The comment requests that both 
methapyrilene fumarate 50 mg and 
the analgesic/methapyrilene combina¬ 
tion be placed in Category I as OTC 
nightime sleep-aids since all conditions 
of the applicable regulations (21 CFR 
330.10(a)(4)(iv)) have been met. In ad¬ 
dition, the comment objects to any 
further requirements to identify the 
target population of OTC analgesic/ 
nighttime sleep-aid combinations as a 
waste of time, money, and research fa¬ 
cilities. 

The Commissioner finds that the 
above clinical studies do provide addi¬ 
tional data, but still leave unanswered 
the basic questions of whether there is 
a significant target population for 
OTC analgesic/sleep-aid combinations 
and whether each ingredient in the 
product contributes significantly to its 
effects. The difficulty with these addi¬ 
tional studies is that the final formu¬ 
lation product was not tested against 
the individual ingredients. Since the 
product was tested as a combination 
the new studies do not help answer 
the question as to relative effective¬ 
ness of the individual ingredients. 
Each ingredient must be tested alone, 
and in combination and evaluated 
against a placebo. The Commissioner 
notes that such combinations were 
also reviewed by the Advisory Review 
Panel on OTC Internal Analgesic and 
Antirheumatic Drug Products, whose 
recommendations and conclusions 
were published in the Federal Regis¬ 
ter of July 8, 1977 (42 FR 35346). That 
Panel concurred with the Advisory 
Review Panel on OTC Nighttime 
Sleep-aid, Daytime Sedative, and Stim¬ 
ulant Drug Products. 

The Commissioner also concludes 
that a suitable target population must 
be demonstrated, that is, people suf¬ 


fering from concurrent pain and sleep¬ 
lessness due to factors other than 
pain. 

The Commissioner concurs with the 
Panel’s finding that double-blind well- 
controlled factorial design testing as 
set forth in the testing guidelines is 
needed for combinations of this type. 
(See part II. paragraph D. below— 
Data Required for OTC Nighttime 
Sleep-aid Ingredient Evaluation.) Of 
course the specific combination men¬ 
tioned by the comment, aspirin, aceta¬ 
minophen and methapyrilene fumar¬ 
ate, has been placed in Category II 
due to the possible carcinogenic poten¬ 
tial of methapyrilene. Consequently, 
the issue of what testing is appropri¬ 
ate in this case is moot. 

40. One comment objected to the 
Panel’s statement that “the Panel has 
insufficient information to identify a 
meaningful target population for OTC 
analgesic/nighttime sleep-aid combi¬ 
nation products.” The comment con¬ 
tends that the population has been es¬ 
tablished as “individuals who suffer 
from the minor painful conditions 
stated in the labeling together with re¬ 
sultant sleep impairment.” The com¬ 
ment further contends that the target 
population for an OTC analgesic/ 
sleep-aid combination has been identi¬ 
fied (1) by unassailable logic, (2) by 
the conditions of use set forth in the 
labeling, (3) by recognition by the 
Panel itself in the statement at 40 FR 
57316 that the “combination is recom¬ 
mended for nighttime use in patients 
suffering from a combination of pain 
and insomnia or from ‘insomnia expec¬ 
tation’,” (4) by medical studies submit¬ 
ted to the Panel and referenced in 
their report as Refs. 2, 3, 4, and 5 at 40 
FR 57317, and (5) by market studies 
showing that significant numbers of 
people report “trouble sleeping due to 
pain.” 

The Commissioner has reviewed the 
items noted in the comment and is 
unable to reach the same conclusion. 
Merely discussing a target population 
does not make that population exist. 
Nor does labeling that identifies the 
intended conditions of use guarantee 
the existence of a signficant target 
population. The medical studies sub¬ 
mitted to the Panel were rejected by it 
as inadequate, and the Commissioner 
concurs with the finding; the target 
population must be demonstrated by 
the factorial design recommended by 
the Panel. 

The Commissioner concurs with the 
Panel’s concern as to whether a sig¬ 
nificant population exists which suf¬ 
fers both from pain and sleeplessness 
that cannot be alleviated by an analge¬ 
sic alone. As previously noted above in 
comment 39, the Commissioner advises 
that such combinations have been re¬ 
viewed by the Advisory Review Panel 
on OTC Internal Analgesic and Antir¬ 
heumatic Drug Products, as published 
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on July 8, 1977, and that that Panel 
concurred with the findings of the Ad¬ 
visory Review Panel on OTC Night¬ 
time Sleep-Aid, Daytime Sedative, and 
Stimulant Drug Products. 

H. COMMENTS ON OTC NIGHTTIME SLEEP- 
AIDS LABELING AND WARNINGS 

41. A comment contended that the 
Panel made no findings of fact which 
would support any recommended 
change in labeling, that in every in¬ 
stance the Paners recommended 
changes are based upon opinion and 
speculation but have no other founda¬ 
tion, and that there is, therefore, a 
lack of any evidentary base to support 
the Panel’s recommendation with 
regard to the labeling of OTC night¬ 
time sleep-aids. In addition, the com¬ 
ment states that the Panel’s recom¬ 
mendations are made in the face of ex¬ 
tensive industry experience in the 
marketing of OTC sleep-aids with ex¬ 
isting directions and warnings. 

The Panel’s recommendations are 
well-documented, referenced, and sup¬ 
ported. The Commissioner therefore 
rejects the comment as unfounded. 

42. Comments objected to use of the 
term "nighttime sleep-aids,” since use 
of the word “nighttime” might con¬ 
fuse persons wishing to use these 
products in order to sleep during the 
daytime. 

The Commissioner thinks it is un¬ 
likely that those who sleep in the day¬ 
time will be confused by the terminol¬ 
ogy. The purpose of specifying “night¬ 
time sleep-aid” is to make it clear that 
the product will make one drowsy, not 
just relaxed, and to minimize the pos¬ 
sibility of persons taking the product 
for purposes other than that indicat¬ 
ed. 

43. Comments both supported and 
objected to the proposed limitation of 
indications and labeling claims for 
OTC nighttime sleep-aids to the terms 
“helps fall asleep” and “for relief of 
occasional sleeplessness.” In those 
comments objecting to this restriction, 
the charge was made that the propos¬ 
al is unduly restrictive, unlawful, and 
unconstitutional in that it prevents 
manufacturers from using truthful al¬ 
ternative wording. 

The Commissioner believes that la¬ 
beling terminology relating to indica¬ 
tions for use is inseparable from the 
scientific and medical determinations 
made by the Panel and by FDA con¬ 
cerning the conditions under which a 
drug ingredient is safe and effective. If 
a manufacturer varies the terminology 
approved in the monograph, it is rep¬ 
resenting its product as safe and effec¬ 
tive for a condition for which the 
product’s ingredients have not been 
found to be safe and effective, or else 
it is assuming that the variant termin¬ 
ology means the same thing as the ter¬ 
minology approved in the monograph. 
To permit this practice would defeat 


the purpose of the OTC Drug Review. 
The Commissioner believes that the 
listed indications provide a concise de¬ 
scription of those therapeutic effects 
that scientists recognize OTC night¬ 
time sleep-aids to have, in language 
that is clear, accurate, and meaningful 
to the layman. If alternative wording 
or synonyms are desired, the agency 
may be petitioned for their inclusion 
in the monograph. 

The Commissioner rejects the con¬ 
tention that limiting permissible label¬ 
ing claims to those approved in the 
monograph is unlawful and unconsti¬ 
tutional because it prohibits use of 
truthful alternative wording. The pur¬ 
pose of the OTC Drug Review is to de¬ 
termine which claims are truthful and 
which are not, and ample opportunity 
is provided to settle the question 
through the OTC Drug Review and 
monograph amendment procedures. 

44. A comment suggested that the 
claim “Helps you relax so you can fall 
asleep” should be placed in Category I 
for nighttime sleep-aids because it 
merely describes one of the require¬ 
ments of a Category I ingredient. 

The Commissioner finds that the 
term “relax” has definite tranquilizing 
or calmative connotations that do not 
properly relate to the OTC use of 
nighttime sleep-aids. Also, the use of 
such a term could result in confusion 
as to whether the product is a daytime 
sedative or a nighttime sleep-aid. The 
Commissioner, therefore, proposes to 
place this claim in Category II for 
nighttime sleep-aids. 

45. A comment suggested that the 
claim “Reduced time to fall asleep” 
should be placed in Category I for 
nighttime sleep-aids because it simply 
describes one of the requirements of a 
Category I ingredient. 

The Commissioner concludes that 
the claim for “Reduced time to fall 
asleep” is not fully synonymous with 
the requirements for Category I night¬ 
time sleep-aid ingredients. The use of 
a nighttime sleep-aid should indeed 
“reduce” the time required for a 
person to get to sleep by providing the 
means for such sleep in the case of an 
individual who might otherwise 
remain awake. On the other hand, the 
unqualified claim “Reduced time to 
fall asleep” can easily be interpreted 
to support use of the drug by an indi¬ 
vidual who simply wishes to get to 
sleep faster than he normally would, 
but who might not be having any real 
sleep disturbance. While such use of 
nighttime sleep-aids may be appropri¬ 
ate, the Commissioner supports the 
Panel conclusion that it must be 
proven by further study. The claim 
therefore remains in Category HI. 

46. Several comments objected to 
the recommended warnings for OTC 
nighttime sleep-aids as too verbose 
and recommended that only those 
warnings that are absolutely necessary 


to make the product generally recog¬ 
nized as safe and effective and not 
misbranded be used. The comments 
observed that consumers do not read 
long-winded warning statements. One 
comment quotes FDA’s statement pub¬ 
lished in the Federal Register of 
March 13, 1975 (40 FR 11717): 

It is also recognized that if labeling con¬ 
tains too many required statements, espe¬ 
cially general statements of common sense, 
the impact of all warning statements on the 
label wiU be reduced. In addition, there is a 
space limitation on the number of state¬ 
ments that can appear on labeling. 

The Commissioner agrees that the 
comment raises a reasonable point. 
The Commissioner has reviewed the 
recommended warnings and finds that 
in several cases they are too complex 
and lengthy for clear and easy under¬ 
standing by the target population to 
whom they are directed. Accordingly, 
the Commissioner has revised several 
of the Panel’s recommended warnings 
in the interests of conciseness, legibil¬ 
ity, and clarity. 

47. One comment stated that the 
proposed warning in § 338.50(c)(1): 
“For adults only. Do not give to chil¬ 
dren under 12 years of age” is redun¬ 
dant since both sentences are essen¬ 
tially the same. The comment, while 
agreeing with the basic warning, sug¬ 
gests that the second sentence be* 
made optional. 

The Commissioner agrees that the 
warning is redundant. However, the 
Commissioner concludes that the 
second sentence (“Do not give to chil¬ 
dren under 12 years of age”) should be 
required since it defines the age group 
for which the drug is appropriate. The 
first sentence (“For adults only”) 
should be deleted from the warning. 

48. A comment objected to the pro¬ 
posed warning in § 338.50(c)(2): “Do 
not take this product if pregnant or if 
nursing a baby”. The comment points 
out that the Panel did not cite any evi¬ 
dence that warrants this warning. 

The Commissioner agrees with the 
Panel’s concern that it is best that no 
drug be used during pregnancy, or 
while nursing, without the advice of a 
physician. However, in the absence of 
any data or information suggesting 
that this potential safety hazard exists 
from these drugs, the Commissioner 
concurs that the warning should not 
be required. 

49. A comment suggested that the 
word “condition” in the first sentence 
of the proposed warning in 
8338.50(c)(4) be changed to “sleepless¬ 
ness” for the sake of clarity. 

The Commissioner concurs with the 
comment. Since this wording clarifies 
the warning, the first sentence of the 
warning will be revised to read “If 
sleeplessness persists continuously for 
more than 2 weeks, consult your phy¬ 
sician”. 

50. A comment recommended dele¬ 
tion of the second sentence of the pro- 
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posed warning in § 338.50(c)(4): “In¬ 
somnia may be a symptom of serious 
underlying medical illness” as being 
unnecessary, suggestive and possibly 
alarming to consumers. 

The Commissioner finds that the 
intent of the warning in question is to 
inform consumers of the limitations 
on the usefulness of OTC nighttime 
sleep-aid drugs. This class of drugs is 
intended for short-term symptomatic 
relief in basically healthy individuals. 
Chronic sleeplessness is a sign of a se¬ 
rious underlying physical, emotional 
or psychological malady requiring pro¬ 
fessional medical attention. It is not 
the purpose of OTC drugs to deal with 
such medical problems. The Commis¬ 
sioner believes it is in the consumer’s 
best interest to provide full disclosure 
to the public of all understandable and 
meaningful information relating to 
OTC drug usage. This warning is both 
clear and accurate, and will be re¬ 
tained. 

51. A comment objected to the pro¬ 
posed warning for OTC nighttime 
sleep-aids: “If condition persists con¬ 
tinuously for more than two weeks 
consult your physician. Insomnia may 
be a symptom of a serious underlying 
medical illness”. The comment sug¬ 
gested instead the following warning: 
“Do not give to children under 6 or 
use for more than 10 days unless di¬ 
rected by physician”. The comment 
maintains that this caution is suffi¬ 
cient since neither methapyrilene 
alone nor analgesic/nighttime sleep- 
aid combinations containing metha¬ 
pyrilene are subject to abuse in the 
manner assumed by the Panel, and 
there have been no findings of such 
abuse. 

The Commissioner finds that abuse 
is not the issue dealt with by the 
warning in question. The Commission¬ 
er is concerned with misuse or overuse 
because of failure to understand the 
limits of OTC drugs. OTC drugs are 
for minor, self-limiting symptoms 
which can be self-diagnosed. The 
warning is designed to assist the user 
in determining when the limits of self¬ 
treatment have been reached. The 
Commissioner agrees with the Panel’s 
warning. 

52. One comment objected to the 
proposed warning for nighttime sleep- 
aids in § 338.50(c)(5): “Take this prod¬ 
uct with caution if alcohol is being 
consumed” on the basis that this is es¬ 
sentially a drug interaction warning. 
The comment claimed that there is no 
documentation of a potentially haz¬ 
ardous alcohol-drug interaction with 
any of the ingredients in this class of 
OTC drugs in the amounts used. 

While the Commissioner is unaware 
of any documentation of any past ad¬ 
verse problems with the use of antihis¬ 
tamines as OTC nightime sleep-aids in 
connection with alcohol, he is aware of 
the additive depressant effect when 


antihistamines are ingested with alco¬ 
hol. The Advisory Review Panel on 
OTC Cold, Cough, Allergy, Bronchodi- 
lator, and Antiasthmatic Drug Prod¬ 
ucts (September 9, 1976, 41 FR 38311) 
recommended an antihistamine-alco¬ 
hol drug interaction warning. The 
Commissioner is also aware that such 
a warning is included in the labeling of 
prescription antihistamine drugs. The 
Advisory Review Panel on OTC Night¬ 
time Sleep-aid, Daytime Sedative, and 
Stimulant Drug Products had docu¬ 
mentation at 40 FR 57308 of an alco¬ 
hol-antihistamine interaction in which 
deepened and prolonged sleep was re¬ 
ported. The Commissioner concludes 
that the alcohol warning should be re¬ 
tained in the OTC labeling of antihis¬ 
tamine drugs marketed as nighttime 
sleep-aids. 

53. A comment objected to the pro¬ 
posed warning “Caution: This product 
contains an antihistamine drug” for 
OTC nighttime sleep-aids since this 
suggests that every known active in¬ 
gredient in OTC drugs should be simi¬ 
larly listed. The comment maintains 
that there is no rationale for this cau¬ 
tion and that it is consequently un¬ 
justified. 

The Commissioner agrees that the 
Panel did not fully articulate the basis 
for its recommended warning. In fact, 
the Commissioner is unaware of any 
safety data to support the need for 
this warning at this time. Should an 
Individual ingest a nighttime sleep-aid 
containing an antihistamine and a 
cold or allergy product containing an 
antihistamine, he would at most 
double the OTC dosage on a one-time- 
only basis. This has not been shown to 
be toxic or to have side effects serious 
enough to warrant such labeling. 
Based on extensive antihistamine data 
in the report of the Cold, Cough, Al¬ 
lergy, Bronchodilator, and Antiasth¬ 
matic Drug Products Advisory Panel 
(September 9, 1976, 41 FR 38311) and 
the fact that OTC nighttime sleep-aids 
are for occasional use. the Commis¬ 
sioner concludes that the warning 
should be deleted. 

The Commissioner also believes that 
as written the warning has no mean¬ 
ing to the consumer since it does not 
provide him with a clear choice of al¬ 
ternative actions. 

54. A comment requested the omis¬ 
sion of the proposed w T aming for OTC 
analgesic-nighttime sleep-aid combina¬ 
tions containig methapyrilene: “For 
adults only. Do not give to children 
under 12 years of age”. The comment 
maintains that the Panel's statement 
that many children have an opposite 
reaction to drugs compared to that of 
adults is based on data with regard to 
diphenhydramine used in infants. The 
comment maintains that extension of 
this concern to methapyrilene and to 
the 6 to 12 year old age group is un¬ 


supported by any evidence. While the 
comment admits that general insom¬ 
nia in children is not amendable to 
OTC treatment, it maintains that 
sleeplessness due to pain is properly 
treatable in children by an OTC anal¬ 
gesic-nighttime sleep-aid combination 
product. 

The Commissioner disagrees with 
the comment that an OTC analgesic¬ 
nighttime sleep-aid combination would 
be useful in treating children with 
sleeplessness due to pain. As noted in 
comment 32 above, the purpose of 
such a combination is to treat pain 
and sleeplessness unrelated to the 
pain. The Commissioner concludes 
that insomnia in children should not 
be treated with OTC drugs. Insomnia 
does not routinely occur in children, 
except when it is associated with emo¬ 
tional or behavioral disorders. These 
conditions should be treated by a phy¬ 
sician, and the availability of OTC 
medication might permit the parents 
to delay seeking professional help. For 
these reasons the Commissioner 
agrees with the Panel that all night¬ 
time sleep-aids either alone or in com¬ 
bination should not be used in chil¬ 
dren under 12 years of age. As dis¬ 
cussed in comment 47 above, the Com- 
misioner has found that the second 
sentence of the adults only warning 
proposed by the Panel, “Do not give to 
children under 12 years of age” should 
be required. The first sentence “For 
adults only” should be deleted. 

55. A consumer commented that 
OTC nighttime sleep-aids should bear 
a warning that these drugs should not 
be used by persons with glaucoma and 
that this warning should be in large 
letters so that it can be readily seen by 
persons with glaucoma. 

The Commissioner notes that the 
Cold, Cough, Allergy, Bronchodilator, 
and Antiasthmatic Drug Products 
Review Panel recommended (Septem¬ 
ber 9, 1976, 40 FR 38311) the inclusion 
of this and some additional warnings 
for antihistamine drugs. In view of the 
expertise of that Panel with respect to 
the side effects of antihistamines, and 
after reviewing the basis for that 
Panel’s recommendations, the Com¬ 
missioner proposes to require the fol¬ 
lowing warning for all OTC nighttime 
sleep-aids containing antihistamines: 
“Do not take this product if you have 
asthma, glaucoma or enlargement of 
the prostate gland except under the 
advice and supervision of a physician”. 

In view of the fact that this warning 
is of great importance to persons with 
glaucoma, who might have difficulty 
reading it, the Commissioner further 
requires that this warning be in type 
at least twice as large as that of all 
other warnings on the package. 

I. Comments On OTC Nighttime 
Sleep-Aids Testing Guidelines 

56. Several comments objected to 
the proposed requirement that sleep 
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laboratory studies be accomplished 
before nighttime sleep-aid ingredients 
can attain Category I status. The com¬ 
ments point out that there is consider¬ 
able disagreement among experts in 
the field regarding the meaning and 
value, if any, of the EEG and polygra¬ 
phic data obtained from sleep labora¬ 
tory studies and that the statements 
and views of several noted experts con¬ 
tradict the Panel’s position. One com¬ 
ment quotes Drs. Anthony and Joyce 
Kales as stating: 

Although considerable information has 
been amassed in sleep research regarding 
the physiological characteristics of sleep 
stages, we have repeatedly stated that we do 
not know the importance of any sleep stage. 
For example, the role of R.E.M. deprivation 
does not result in adverse physiological 
changes. Similiarly, the importance of in¬ 
creasing or decreasing stage-4 sleep with 
hypnotic drugs is also not established. 
[Kales, A. J. D. Kales, “Shortcomings in 
the Evaluation and Promotion of Hypnotic 
Drugs/’ New England Journal of Medicine, 
293:820-827, 1975.1 

Dr. G. W. Vogel is quoted as stating: 

It is concluded that the evidence does not 
support the hypothesis that R.E.M. depriva¬ 
tion is harmful, and does not support the 
hypothesis that schizophrenia is an erup¬ 
tion of the dream or R.E.M. state into wake¬ 
fulness. [Vogel. G. W., RE.M. Deprivation. 
Ill, “Dreaming and Psychoses,” Archive * 
General Psychiatry , 18:312-329, 1968.) 

The comment then goes on to quote 
various sleep laboratory study experts 
who participated in a symposium on 
hypnotics in 1974 as making the fol¬ 
lowing statements about sleep labora¬ 
tory studies [as reported in Kagan, F„ 
T. Harwood, K. Rickels, A. D. Rudjik, 
and H. Sorer, “Hypnotics, Methods of 
Development and Evaluation,” Spec¬ 
trum Publication, New York, 1975.1: 

Dr. Hauri—• • • During the past 20 years 
the EEG-defined sleep stages and the 
R.E.M.-NREM dichotomy have been the 
main focus of sleep research. This was based 
on the assumption that something as regu¬ 
lar, predictive, and observed among all 
mammals as these sleep stages must have 
some basically meaningful place in the gen¬ 
eral scheme of sleep. However, we have not 
yet found the meaning, [page 24)—* • • 
Therefore to me. the ultimate test of a hyp¬ 
notic is not the type of sleep, but the type 
of wakefulness it produces, [page 25). 

Dr. Greeman—• • • What is the physio¬ 
logical or clinical meaning of these polygra¬ 
phic sleep findings? We are unable to attri¬ 
bute any meaning to acute REM suppres¬ 
sion. When this effect was first described 
some scientists felt that the mechanism of 
action of sleeping pills had been discovered; 
hypnotics cause less REM sleep, so the 
sleeper, upon awakening, has had less dra¬ 
matic mental activity during sleep and feels 
that he has “slept like a log”. Others looked 
upon REM sleep suppression as an undesira¬ 
ble side effect. The early, uncontrolled stud¬ 
ies of experimental deprivation of REM 
sleep had shown dramatic effects, now 
known to be due to the fact that awaken¬ 
ings were so frequent that the subjects were 
total sleep deprived as well as REM de¬ 


prived. Despite considerable research we are 
not positive that REM sleep has any func¬ 
tion, although any state with this degree of 
organization must have some physiological 
purpose. 

Dr. Morgan—* * * Methods for evaluating 
hypnotics have changed little in 20 years. 
Newer objective techniques such as the use 
of the electroencephalogram have increased 
our knowledge of sleep but have not im¬ 
proved the evaluation of hypnotic efficacy. 

Finally, the comments object to the 
Panel's statement at 40 FR 57296 that 
“The drug should not interfere in an 
unusual manner or to an unusual 
degree with physiological EEG pat¬ 
terns characteristic of normal sleep,” 
since as one comment contends “that 
the alterations in EEG pattern have 
not been demonstrated to reflect dele¬ 
terious effects to generate a consensus 
within the community of researchers 
in sleep.” The comment requests dele¬ 
tion of this testing requirement. 

The Commissioner recognizes that 
sleep laboratory testing and the exact 
meaning of electroencephalogram 
measurements and their relationship 
to sleep are the subject of much scien¬ 
tific controversy. They do, however, 
represent one of the few truly objec¬ 
tive measurements available for test¬ 
ing this class of drugs. Since the only 
alternatives available are such subjec¬ 
tive measurements as having someone 
watch the test subject to determine 
sleep onset, or asking the subject 
about the quality or duration of his 
sleep, and since no better alternatives 
were offered by the comments, the 
Commissioner concludes that EEG 
and/or sleep laboratory test results 
are of value in determining the overall 
effectiveness of these drugs and 
should be included in testing to estab¬ 
lish their safety. The Commissioner 
wishes to emphasize that the results 
of such tests will be evaluated as one 
component of the test results from 
sleep laboratory and clinical testing. 
As noted in comments 24 and 29 above, 
such tests will not be required for 
some ingredients. 

57. A comment objected to the 
Panel’s requirement for safety testing 
of nighttime sleep-aids (December 8, 
1975, at 40 FR 57313). The Panel 
stated that “Safety should be evaluat¬ 
ed using the current requirements for 
preclinical testing in animals as de¬ 
fined in 21 CFR 312.1(a)(2)6.a.” The 
comment contends that this was a 
testing requirement applicable to 
“New Drugs for Investigational Use” 
(21 CFR 312.1), and should be re¬ 
quired only for those OTC ingredients 
which have not been subjected to ex¬ 
tensive clincial studies or with which 
there has not been extensive clinical 
experience, and not to OTC ingredi¬ 
ents, such as those reviewed by this 
Panel, which have a long history of 
safe consumer use. The comment 
points out further that the Panel 
stated in several places in their report 


their belief that antihistamines are ba¬ 
sically safe as OTC nighttime sleep- 
aids, and that their safety is not in 
question at the dosage recommended 
by the Panel. The. comment also asks 
that the requirement for preclinical 
animal testing be deleted in view of 
the extensive safety data on antihista¬ 
mines that have been submitted to the 
Advisory Review Panel on OTC Cold, 
Cough, Allergy, Bronchodilator, and 
Antiasthmatic Drug Products. 

The Commissioner concurs with the 
comment and will not require that 
OTC nighttime sleep-aid ingredients 
be subject to p reclinical testing speci¬ 
fied in 21 CFR 312.1. Preclinical test¬ 
ing in animals is required to conclude 
that a drug is relatively safe to initiate 
clinical testing in humans. In the case 
of the OTC nighttime sleep-aid ingre¬ 
dients, such testing would serve no 
useful purpose since these drugs have 
been used in humans for as long as 25 
to 30 years without any serious safety 
hazard. 

The Commissioner concludes that 
most ingredients in OTC nighttime 
sleep-aids are basically safe and 
merely require some additional proof 
of effectiveness. Specific effectiveness 
or safety testing requirements are set 
forth where necessary for each ingre¬ 
dient. 

58. One comment requested clarifica¬ 
tion of the following Panel statement 
at 40 FR 57313 about effectiveness 
testing for approved claims for night¬ 
time sleep-aids: “Regarding effective¬ 
ness, a number of important variables 
must be considered: (1) Sleep latency 
(time required to fall asleep), (2) 
number of awakenings, (3) total time 
spent awake, (4) sleep duration, (5) 
sleep quality, as estimated by the 
sleeper, (6) sleep stages and cycles 
evaluated by EEG and polygraphic cri¬ 
teria, and (7) side effects.” 

The comment requested clarification 
as to whether all of these variables 
must be investigated, irrespective of 
the claim made for the ingredient. It 
also argued that except for item 7 
(side effects) only those variables di¬ 
rectly pertaining to the claim being 
contemplated for the ingredient 
should be investigated. 

The Commissioner notes that the 
Panel wanted all these variable tested 
to yield a complete picture of a drug’s 
effectiveness. Ideally all could be 
measured in the same test, but some 
factors can be measured by separate 
tests. The Commissioner concurs with 
the Panel that each of these variables 
should be tested to obtain a complete 
profile of the drug. (The exception is 
item 6, which, as noted in comments 
24 and 29, will not be required for 
some ingredients.) 

59. A comment stated that the Panel 
was apparently of the opinion that 
some special advantage will accrue 
from laboratory sleep studies of the 
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antihistaminic drugs proposed for use 
as nighttime sleep-aids, as evidenced 
by a statement at 40 FR 57313 that: 
“On the other hand, objective sleep 
laboratory studies have obvious advan¬ 
tages to assess objectively and exactly 
continuous measures of sleep, thus 
providing exact measures of sleep la¬ 
tency. sleep duration, number of awak¬ 
enings. and other variables of inter¬ 
est." The comment further objected to 
the EEG monitoring as unnecessary 
since these same measures of sleep 
would be observed by a trained nurse- 
observer in a clinical trial. 

The Commissioner is unaware of any 
evidence demonstrating that a trained 
observer can provide monitoring and 
measurement of variables over an ex¬ 
tended time period as accurately as 
scientific instruments with recording 
capabilities. The Panel is correct in 
viewing results from EEG monitoring 
as an advantage since the problem 
with previous studies was the softness 
or lack of objectivity of the data. Ac¬ 
cordingly. the Commissioner concludes 
that where laboratory sleep studies 
are helpful to a determination of gen¬ 
eral recognition of effectiveness or 
safety, they will be retained. Addition¬ 
al clinical studies where sleep is docu¬ 
mented by a trained nurse-observer 
may also be required for some ingredi¬ 
ents. 

60. One comment objected to the 
proposed testing requirement that the 
duration of the nighttime sleep-aid 
studies “may vary from 1 to 2 weeks.*' 
The comment proposed that the 
length of the studies should depend on 
and vary with the nature of the proto¬ 
col. 

The Commissioner notes that the 
normal length of time for OTC night¬ 
time sleep-aid use is not to exceed 2 
weeks. It is therefore reasonable to re¬ 
quire that testing be done within that 
same basic length of time. The Com¬ 
missioner realizes, however, that there 
may be protocols developed which 
would require slight deviation from 
this guideline. The Commissioner con¬ 
cludes that such deviation will be per¬ 
mitted. on an individual basis, if ade¬ 
quate scientific justification is submit¬ 
ted. 

61. A comment objected to the 
Panel’s requirement at 40 FR 57313 
that studies of nighttime sleep-aids 
“establish an optimal dosage for the 
target population for which it is in¬ 
tended under conditions which more 
closely resemble actual OTC use.** The 
comment states that “it would not be 
profitable to attempt to precisely 
define ‘optimal dosage* ** in light of 
the heterogeneity of the target popu¬ 
lation and suggests that the choice of 
dosage level to be investigated must 
remain with the manufacturer. The 
comment proposes that the word 
“suitable" be substituted for the word 
“optimal” in the Panel’s statement. 


The Commissioner disagrees with 
the comment. The term “suitable" is 
too imprecise and would defeat the 
basic purpose of the OTC drug mono¬ 
graphs. The function of the OTC drug 
monographs is to delineate to the 
extent possible, in light of the present 
state of the art, the safest and most 
effective dosage level. Therefore, the 
Commissioner concludes that since the 
“optimal dosage" is the smallest 
dosage that shows both the desired ef¬ 
fectiveness and safety, it is exactly 
this dosage level that should be deter¬ 
mined. 

62. Another comment objected to 
the Panel’s statement at 40 FR 57313 
regarding the objectives of clinical 
studies of nighttime sleep-aids. The 
comment specifically objected to the 
requirement that these studies “deter¬ 
mine any preferences the subjects may 
have between 2 nights (drug versus 
placebo)" since this can only be satis¬ 
fied by the performance of crossover 
studies in which both placebo and 
drug are tested within a short interval. 

The comment is correct that a cros¬ 
sover design study is required to deter¬ 
mine subject preference between the 
drug and the placebo, and that ideally 
the interval between the drug and the 
placebo test should be rather short. 
While this may present some difficul¬ 
ty, it is extremely imnportant to have 
this subject preference data as part of 
the overall evaluation of safety and ef¬ 
fectiveness of these drugs, since the 
placebo effect is extremely high in all 
drugs of this type. The Commissioner 
agrees with the Panel and will retain 
the requirement. 

63. One comment requested clarifica¬ 
tion of the following statement at 40 
FR 57313 regarding the types of popu¬ 
lation to be studied for nighttime 
sleep-aids: "A greater variety of popu¬ 
lations differing as to age, sex, diag¬ 
nostic categories, social class, treat¬ 
ment setting, previous treatment, etc., 
may be studied." Specifically, the com¬ 
ment wishes clarification of whether 
the first sentence implies that a large 
variety of populations “must" be stud¬ 
ied. 

The Commissioner finds that, taken 
in context, the requirement is sugges¬ 
tive. not mandatory. 

64. One comment objected to the re¬ 
quirement that a factorial design test 
is necessary to determine the effec¬ 
tiveness of each ingredient, or placebo, 
on the grounds that such a require¬ 
ment is unjustified, academically ori¬ 
ented research, and not sanctioned 
under the law. The comment points 
out that no factorial design studies 
were required for testing of antacid/ 
analgesic combinations products in the 
OTC Antacid monograph. The com¬ 
ment contends that all that is required 
to justify the combination is evidence 
of a pharmacologic contribution. The 
comment further points out that the 


Panel has stated that: “If a combina¬ 
tion contains an analgesic and a night¬ 
time sleep-aid. both of which are safe 
and effective when used alone, it is 
convenient to combine the ingredients 
in a combination for the treatment of 
concurrent symptoms. The Panel 
would recognize the combination as 
safe and effective (effective as both a 
nighttime sleep-aid and as an analgesic 
in a significant proportion of the pop¬ 
ulation having both sleeplessness and 
pain at the same time)." The comment 
contends that these conditions have 
been met by data submitted to the 
Panel, and therefore urges that a com¬ 
bination of methapyrilene and aspirin, 
acetaminophen or salicylamide be 
placed in Category I. 

The Commissioner disagrees. The 
factorial design testing is a practical 
method of determining if each ingredi¬ 
ent does in fact contribute significant¬ 
ly to the combination. In any case, the 
comment would no longer apply since 
methapyrilene, and consequently the 
entire combination, has been placed in 
Category II for safety. 

65. A comment stated that, while the 
Panel’s general description of a suit¬ 
able target population for nighttime 
sleep-aids (those with mild or occa¬ 
sional sleep disturbances) Was appro¬ 
priate, clinical studies should not be 
constructed in such a way that sub¬ 
jects would be tested only on those 
nights when they happened to experi¬ 
ence a spontaneous sleep disturbance. 

The Panel did not feel that individ¬ 
uals with induced or chronic sleepless¬ 
ness were ideal subjects for testing 
these drugs. The Panel in its report, in 
fact, rejected testing of chronic insom¬ 
niacs at a mental institution because 
they were not normal individuals suf¬ 
fering from occasional sleeplessness. 
The Commissioner fully agrees with 
the Panel that these drugs should be 
tested on the same basic target popu¬ 
lation in whom they are intended for 
use. The comment is therefore reject¬ 
ed, and the requirement will be re¬ 
tained. 

66. One comment was made regard¬ 
ing the Panel’s statement at 40 FR 
57313: “Females of childbearing age 
may be included if results of animal 
reproductive and teratologic studies 
are satisfactory. However, the Panel 
believes that new drugs not intended 
for lifesaving use should not be used in 
women known to be pregnant or who 
are nursing a baby." The comment 
questioned both the meaning of the 
first sentence and the necessity for 
conducting the reproductive and tera¬ 
tologic studies in every case for the in¬ 
gredients being considered as OTC 
nighttime sleep-aids in view of the vast 
clinical experience with them. 

The Commissioner agrees that it is 
not appropriate to use pregnant or 
nursing women in the studies request¬ 
ed by the Panel. The Panel was merely 
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expressing its concern and general 
feeling with regard to the use of preg¬ 
nant or nursing women and women of 
childbearing age as subjects in any but 
the most critical research. However, 
there is no data or information that 
would indicate any reason to exclude 
from these studies women of child¬ 
bearing age. The Commissioner con¬ 
cludes that animal reproductive and 
teratology studies are likewise unnec¬ 
essary in view of the vast clinical expe¬ 
rience with these drugs and their well- 
known clinical profiles. 

67. One comment objected to the 
Panel’s requirement that for studies of 
OTC nighttime sleep-aids ’’The inves¬ 
tigators should be experienced in eval¬ 
uating drugs affecting the central ner¬ 
vous system; and in the conduct of 
clinical trails; they should have ready 
access to the target population group 
for whom the nighttime sleep-aid may 
be indicated.” The objection was based 
on the limited number of investigators 
who would be available under this re¬ 
striction, and the comment requested 
the agency to broaden the description 
of investigator to include at least com¬ 
petent clinical pharmacologists and 
others qualified by virtue of training 
and experience to conduct such stud¬ 
ies. 

The Commissioner wishes to empha¬ 
size that the purpose of this require¬ 
ment is to ensure competent, well-de¬ 
signed and well-conducted studies and 
not to develop a small cadre of selec¬ 
tive individuals to carry out the stud¬ 
ies. While such competence is often 
shown by previous experience and by 
access to the target population, it is 
the opinion of the Commissioner that 
this should not be made a require¬ 
ment, and the Testing Guidelines will 
be modifed to reflect this. The Agency 
will review the adequacy of all tests on 
their own merits. 

J. GENERAL COMMENTS ON OTC DAYTIME 
SEDATIVES 

68. One comment stated that the 
Panel’s factual findings require the 
Commissioner to place daytime seda¬ 
tives in Category II and order them re¬ 
moved from the market on grounds of 
both safety and effectiveness. 

The Panel recommended that the 
Commissioner place four antihista¬ 
mine ingredients in Category III on 
the ground that the available evidence 
would not permit a final classification 
in Category I or II. The comment ob¬ 
jected to this classification because 
Category III status would authorize 
the marketing of OTC antihistamine 
daytime sedatives for 3 additional 
years when the Panel found no evi¬ 
dence of benefit from them. The Panel 
concluded that antihistamine daytime 
sedatives may cause drowsiness, but 
that “There is little or no evidence 
that such drugs possess anti-anxiety 
psychotropic properties comparable to 


those demonstrated in clinical studies 
with prescription tranquilizers.” “Any 
anti-anxiety psychotropic activity, if it 
exists, most likely would be related to 
the ‘drowsiness’ effect of the antihis¬ 
tamine.” Antihistamine daytime seda¬ 
tives make the user sleepy, they do not 
affect mood, or reduce anxiety, as do 
some prescription tranquilizers. For 
this reason they are ineffective as day¬ 
time sedative agents and. therefore, 
the comment argues, the Commission¬ 
er should place them in Category II. 

The coqiment also stated that, in ad¬ 
dition to being ineffective, daytime se¬ 
datives should be placed in Category 
II because they are unsafe. The Panel 
has noted its concern “with a possible 
danger in ‘treating’ simple and tran¬ 
sient variations in normal mood and 
behavior with OTC products contain¬ 
ing antihistamines.” According to the 
Panel, “There is also possible danger 
that because of excessive sedation, in¬ 
dividuals with normal anxiety-like 
symptoms will involuntarily and un¬ 
wittingly suffer reduced alertness, 
ability to concentrate and motor co¬ 
ordination.” Thus, according to the 
comment the drug might be unsafe if 
its user were to drive or cook, and for 
this additional reason the Commis¬ 
sioner should place all antihistamine 
daytime sedatives in Category II. 

The Commissioner notes thatT the 
Panel decision as to whether daytime 
sedatives should be placed in Category 
II or III was not unanimous. The ma¬ 
jority of the Panel was doubtful that 
there were adequate “benefits inher¬ 
ent in the changes claimed to be pro¬ 
duced by OTC daytime sedatives” (40 
FR 57318). They were unable to deter¬ 
mine any deomonstrable indications 
for which OTC daytime sedatives are 
useful, and felt that further testing 
would be necessary to prove the exis¬ 
tence of a suitable target population, 
as well as the safety and effectiveness 
of OTC daytime sedatives. The major¬ 
ity wished to allow maximum opportu¬ 
nity to prove these factors, even 
though they expressed doubt that a 
suitable target population could be de¬ 
lineated, or that effectiveness apart 
from drownsiness could be shown. 
Thus, they placed antihistamine OTC 
daytime sedatives in Category III. The 
minority of the Panel found no clear 
evidence of effectiveness and no sharp¬ 
ly defined indications. In addition, 
they were concerned that the pro¬ 
posed clinical trials, if properly con¬ 
ducted, would probably take 4 to 6 
years to prove effectiveness. They in¬ 
dicated that this interval would consti¬ 
tute an extraordinary length of time 
to market a group of drugs not 
deemed effective at present dosage 
levels, and potentially hazardous to 
ambulatory patients at higher doses. 
The minority would have classified 
OTC daytime sedatives as Category II. 

The Commissioner believes that 
maximum opportunity should be of¬ 


fered to all interested parties to come 
forward with supporting data. Howev¬ 
er, for several reasons, the Commis¬ 
sioner is unable to support the contin¬ 
ued marketing of OTC daytime seda¬ 
tives while testing is carried out. 

Before any drug can be generally 
recognized as safe and effective, a suit¬ 
able target population must be de¬ 
fined, as required in 21 CFR 
330.10(a)(4)(ii). A suitable target popu¬ 
lation would include those persons 
who require treatment for tension and 
other symptoms of anxiety on a short¬ 
term or intermittent basis. “Tension” 
or “nervous tension” is not a single 
disease entity, but is a component of 
the anxiety syndrome. 

The Commissioner concludes, based 
on recent data, that the mode of 
action of prescription anti-anxiety 
drugs does not involve inducing 
drowsiness; drowsiness is not only un¬ 
related to the anti-anxiety effect of 
these drugs, but is an undesirable side 
effect of these anti-anxiety agents. 

In contrast, the only effect of anti¬ 
histamine drugs is to make one drowsy 
or sleepy, not to calm him or reduce 
anxiety. The drowsiness, while it 
serves as a logical basis for permitting 
antihistamines to be marketed as OTC 
nighttime sleep-aids provides no bene¬ 
fit for patients who would use these 
products during the day when they 
need to be alert. 

Since this is the case, the Commis¬ 
sioner rejects the premise that proving 
that an antihistamine makes one 
drowsy constitutes proof of effective¬ 
ness in treating symptoms of anxiety. 
For these reasons, the Commissioner 
concludes that there are no suitable 
OTC indications for these drugs and 
no identifiable target population and 
that, therefore, OTC antihistamines 
cannot be generally recognized as safe 
and effective as daytime sedatives. 

69. One comment stated that, since 
the bromides and scopolamine are not 
safe and effective as daytime sedatives 
and since the antihistamines cause 
drowsiness without “calming” the 
user, all daytime sedatives are ineffec¬ 
tive and should be removed from OTC 
sale. 

The Commissioner has reviewed, and 
concurs with, the findings of the Panel 
that scopolamine and the bromides 
should be placed in Category II (not 
generally recognized as safe and effec¬ 
tive or misbranded) and in due course 
they will be removed from the market. 

The major class of drugs reviewed 
for use as OTC daytime sedatives is 
the antihistamine group. In its discus¬ 
sion of OTC nighttime sleep-aids, the 
Panel concluded that some antihista¬ 
mines are probably useful in produc¬ 
ing drowsiness and sleep due to a gen¬ 
eral, nonspecific central nervous 
system (CNS) depression. But as dis¬ 
cussed in comment 68 above, this non¬ 
specific CNS depression is not effec- 
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tive in reducing tension or other symp¬ 
toms of anxiety and the drowsiness 
caused by antihistamines can be haz¬ 
ardous in patients whose daytime ac¬ 
tivities require mental alertness and 
coordination such as driving a car or 
operating machinery. 

After reviewing all available data, 
the Commissioner concludes that anti¬ 
histamines as weil as scopolamine and 
the bromides should be classified as 
Category n for lack of effectiveness 
and safety at marketed OTC dosage 
levels. 

70. A comment pointed out that the 
Panel has failed to recognize the effec¬ 
tiveness of any ingredient as a daytime 
sedative and expressed the feeling 
that the Panel's requirements for 
proof of effectiveness are largely due 
to a general bias against this class of 
drugs. The comment contends that, 
taken in their entirety, the studies re¬ 
quired are unreasonable. 

The Commissioner disagrees. There 
are very few studies on the effective¬ 
ness of antihistamines as daytime se¬ 
datives or calmatives. The available 
data on the sedative effects of antihis¬ 
tamines relate to their effectiveness in 
promoting sleep, an effect very differ¬ 
ent from that of a daytime sedative. 
The studies suggested by the Panel 
would require 4 to 6 years to complete, 
and the Commissioner has concluded 
that OTC daytime sedatives cannot be 
permitted on the market during that 
period of time. The reasons for this 
decision have been discussed in the re¬ 
sponse to comment 68 above. 

71. One comment stated that OTC 
daytime sedative ingredients found to 
be unsafe should be removed from the 
market. 

The Commissioner emphasizes that 
any ingredients found to be unsafe 
will be removed from the market. 
However, the Panel concluded and the 
Commissioner agrees that the ingredi¬ 
ents placed in Category II are present¬ 
ly marketed at levels too low to result 
in any serious safety concern. If such a 
situation did exist, the Commissioner 
would act outside the usual OTC Drug 
Review administrative process as he 
did for the halogenated sailcylanilides 
as published in the Federal Register 
of October 30, 1975 (40 FR 50527). The 
Commissioner appreciates the support 
of the drug industry in this OTC Drug 
Review process and notes that the 
major drug manufacturer of the bro¬ 
mide salts in the United States has re¬ 
moved these ingredients from its prod¬ 
uct. 

As noted above in comment 68. the 
Commissioner has concluded that 
OTC daytime sedatives, in current 
OTC dosages, may cause drowsiness 
that can be hazardous in persons 
trying to adhere to a normal daytime 
routine. The Commissioner has con¬ 
cluded that these products should be 
classified in Category II on grounds of 


both lack of safety and lack of effec¬ 
tiveness. He further concludes, based 
upon the current available data, that 
there is not a demonstrated, sufficient 
hazard to health to initiate action out¬ 
side the normal OTC Drug Review ad¬ 
ministrative process. 

72. One comment alleged that Cate¬ 
gory III was illegal, and that, for this 
reason. FDA has no authority to sanc¬ 
tion the marketing of OTC daytime se¬ 
datives In the absence of an approved 
new drug application. 

This position was answered in the 
reply to comment No. 4 of this pream¬ 
ble. The matter is currently in litiga¬ 
tion, and the Commissioner’s position 
will be explained there. 

73. A comment stated that, even if 
the Commissioner decides that Cate¬ 
gory III is authorized by statute, this 
is not an approriate case for permit¬ 
ting the marketing of a drug which is 
not generally recognized as safe and 
effective. The comment argues that it 
has been almost 4 years since the 
agency notified manufacturers of day¬ 
time sedatives of the OTC Drug 
Review, and requested evidence on 
safety and effectivenes. Having failed 
to produce any reliable evidence up to 
this time, the comment argues, it is 
unlikely that these manufacturers will 
generate evidence showing safety and 
effectiveness in 3 additional years. The 
comment goes on to state that there is 
no justification for marketing these 
drugs pending final testing if, as the 
panel found, these drugs confer no 
benefit. 

The Commissioner believes that the 
comment has misinterpreted the origi¬ 
nal call for data. There was no require¬ 
ment for testing imposed at that time, 
merely a request to submit, for review 
and evaluation, published and unpub¬ 
lished data and information pertinent 
to the designated Category of OTC 
drugs. The Panel, after 3 years of de¬ 
liberation, determined that further 
studies would have to be carried out 
on daytime sedatives. This was only an 
advisory opinion and manufacturers 
were not required to begin testing. 
Testing is required only when a final 
monograph is published in the Feder¬ 
al Register. 

In addition, the comment has incor¬ 
rectly interpreted the findings of the 
Panel, at least those of the majority. 
The Panel questioned whether the ex¬ 
istence of a target population could be 
proven and having insufficient data to 
positively disprove the existence of 
this population placed this drug in 
Category III. The Panel requested in¬ 
formation showing the existence of a 
population, but a minority of the 
Panel argued that there could be no 
identifiable target population for OTC 
daytime sedatives and hence there was 
no basis for a Category HI classifica¬ 
tion. It is the Commissioner’s view 
that the conclusions of the minority 


are better reasoned and supported. 
The Commissioner concludes that the 
time frame projected for completion 
of the studies, 4 to 6 years, is too long 
to permit OTC daytime sedatives to 
remain on the market when no target 
population has been clearly defined 
and where there is no proof of effec¬ 
tiveness. Therefore, the Commissioner 
has concluded that OTC daytime seda¬ 
tives should be classified in Category 
H as discussed above in comment 68. 

74. One comment stated that the 
Panel’s statement at 40 FR 57322 ex¬ 
pressing concern over advertising of 
OTC daytime sedatives and recom¬ 
mending a ban on advertising during 
the testing period should be rejected 
by the Commissioner as being biased 
and without scientific merit and 
beyond the Panel’s charge. The com¬ 
ment contends that the concept of al¬ 
lowing the Panel to recommend that 
advertising for daytime sedatives be 
banned is totally repugnant to and in¬ 
consistent with the cooperation being 
given by the industry, consumers, and 
the agency in the conduct of this OTC 
Drug Review. 

The OTC Drug Review Panels are 
advisory, and as such do not issue 
binding rules or regulations. They are, 
however, free to comment on any sci¬ 
entific or policy issue that they have 
considered in the course of their 
review. The Commissioner welcomes 
their suggestions and comments even 
in cases such as this, where he has no 
authority to implement their recom¬ 
mendations. The Commissioner ad¬ 
vises that he will bring the Panel’s 
concerns to the attention of the Feder¬ 
al Trade Commission, which has the 
responsibility for regulating OTC drug 
advertising. 

75. Another comment supported the 
Panel’s conclusion that, if a person 
has simple nervous tension every day 
for longer than 2 weeks, then he is 
likely to be taking an OTC daytime 
sedative for a condition which requires 
medical intervention. 

Since the Commissioner has deter¬ 
mined that all OTC daytime sedatives 
shall be Category II, the comment is 
moot. 

76. A comment stated that "simple 
nervous tension” is defined by current 
medical standards, and that the Panel 
has acknowledged that many persons 
experience tension at some time and 
most have learned to deal with it. The 
comment takes the position that 
“simple nervous tension” is an OTC 
indication for the symptomatic relief 
of a mild degree of tension in the 
normal functioning individual with pe¬ 
riods of episodic stress, and that these 
symptoms do not require prescription 
drugs. 

The comment states further that 
the target population for daytime se¬ 
datives in a modem environment is 
very large. The person manifesting 
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severe symptoms and unable to cope 
with minor stresses obviously requires 
medical supervision and is not an ap¬ 
propriate candidate for OTC medica¬ 
tion. On occasion almost all persons 
are subject to stress requiring symp¬ 
tomatic relief of simple nervous ten¬ 
sion, and these individuals should 
have a readily available mild medica¬ 
tion for relief of the symptoms of 
stress that do not require a physician’s 
or psychiatrist’s attention. 

The comment contends that the 
symptomatology of simple nervous 
tension is measurable in a target popu¬ 
lation by objective studies utilizing 
known techniques for measuring 
mood, discomfort, and life crises. 

The Commissioner disagrees that 
the term “simple nervous tension” is a 
well-defined medical entity. The Com¬ 
missioner is unaware of any data or in¬ 
formation that supports this state¬ 
ment, nor does the comment provide 
any definitions, references, or other 
supporting data. The comment does 
not spell out what these symptoms are 
nor what techniques could be used to 
measure them. Although tension is 
one of the components of anxiety, the 
syndrome of “simple nervous tension” 
has not been clearly associated with 
the clinical syndrome known as “anxi¬ 
ety,” according to data submitted to 
FDA. Nor has the syndrome of 
“simple nervous tension” been defined 
in any medical literature. Tension is 
only a component of the anxiety syn¬ 
drome; it does not exist alone as a dis¬ 
ease entity. 

After reviewing all available data, 
the Commissioner concludes that 
there is no target population of per¬ 
sons who could benefit from OTC day¬ 
time sedatives. Individuals with true 
anxiety and accompanying tension 
should be treated with appropriate 
anti-anxiety therapy by a physician. 
Persons with normal episodic tense¬ 
ness should probably not be treated 
with drugs at all, and the drugs cur¬ 
rently available as daytime sedatives 
have no effect on symptoms of anxiety 
and tension. Their only effect is to 
make one drowsy, and there is no data 
that show that drowsiness or sleepi¬ 
ness acts to relieve tension. For all 
these reasons, the Commissioner has 
concluded that the claim “occasional 
simple nervous tension” and the class 
of daytime sedatives used to treat it 
should both be classified as Category 
II 

K. COMMENTS ON OTC DAYTIME SEDATIVES 
LABELING AND WARNINGS 

77. Comments both supported and 
opposed the Panel’s recommendation 
that labels for Category III daytime 
sedatives contain the following warn¬ 
ing: “Warning: This product has not 
been demonstrated to be effective to 
the satisfaction of the Food and Drug 
Administration.” One comment urged 


that a similar warning be placed on 
the label of all drugs in Category III 
since consumers have a right to ade¬ 
quate and accurate information about 
drugs they use. 

The Commissioner disagrees. Day¬ 
time sedatives, or for that matter most 
drugs placed in Category III, have 
been on the market for many years. 
Classification in this category permits 
them to remain on the market for a 
brief additional period while evidence 
is developed to permit their final clas¬ 
sification into either Category I or 
Category II. To require an effective¬ 
ness warning on products while these 
questions are being resolved would be 
misleading since such a warning im¬ 
plies a total absence of data on the ef¬ 
fectiveness of products. Additionally, 
there may be minor questions about 
safety, labeling, or combinations with 
other ingredients which have not been 
resolved (e.g., the product may cause 
minor irritation, have a minor side 
effect or be longer acting when com¬ 
bined with another ingredient) that 
require Category III classification but 
that are too minor to make such a 
warning appropriate. Finally, the 
Commissioner is concerned that label¬ 
ing of this type might cause a useful 
ingredient to be dropped and not 
tested purely for economic and not sci¬ 
entific reasons. This would defeat the 
very purpose of Category III, that is, 
to encourage testing of products using 
modem experimental methods within 
a certain time. 

Accordingly, the Commissioner con¬ 
cludes that such a warning is inappro¬ 
priate. However, since the Commis¬ 
sioner has classified daytime sedatives 
as Category n, the point is moot as to 
them. 

78. On comment urged that labeling 
for OTC daytime sedatives be made 
larger and clearer to permit easier 
reading of labels by senior citizens. 

The Commissioner notes that the 
Fair Packaging and Labeling Act and 
its implementing regulations currently 
require that the labeling of all OTC 
drugs be clear and legible. The Com¬ 
missioner sees no need to specify the 
exact size and style of type for all la¬ 
beling for particular OTC products, 
but he agrees with the intent of the 
comment. He urges that labeling for 
any OTC products whose population 
may include substantial numbers of 
senior citizens or people with Impaired 
vision be designed to ensure adequate 
size and clarity of all print. However, 
since daytime sedatives are classified 
as Category II, the comment is moot. 

79. A comment stated that use of the 
term “daytime sedative” to describe a 
class of products for simple nervous 
tension or nervous tension headaches 
is confusing and may be misleading as 
these products are not Intended as 
sleep-aids. The term “sedative” by its 
very definition suggests sleep. “Day¬ 


time calmative” was suggested as a far 
more appropriate term to distinguish 
these products from sleep-aids and 
more potent prescription tranquilizers. 

The Commissioner agrees that the 
use of the term “daytime calmative” is 
more appropriate for a class of drugs 
indicated for use in relieving tension 
during periods of normal daytime ac¬ 
tivity. But, as discussed in Comment 
68 above, the Commissioner has con¬ 
cluded that none of the ingredients re¬ 
viewed by the Panel for use in OTC 
daytime sedatives effectively relieve 
tension during periods of normal day¬ 
time activity and that all ingredients 
submitted as daytime sedatives should 
be classified In Category II. Therefore, 
the comment is moot, and the term 
“daytime sedative” will be retained in 
this document. 

80. One comment objected to the 
Category II classification of the fol¬ 
lowing daytime sedative labeling 
claims: “Nervous tension headaches”, 
“nervous Irritability”, “simple nervous 
tension due to everyday overwork and 
fatigue”, and “calmative”. The com¬ 
ment stated that these claims are 
equivalent to or explanatory of the 
recommended Category III claim “oc¬ 
casional simple nervous tension”. The 
comment stated further that the other 
phrases objected to by the Panel, 
namely, “a relaxed feeling”, “calming 
down and relaxing”, “gently sooth 
away the tension”, and “resolving that 
irritability that ruins your day”, 
appear to constitute promotional 
claims rather than labeling and are 
thus not within the purview of the 
Panel. * 

The Commissioner concurs with the 
Panel that the claims for “nervous 
tension headaches” and “nervous irri¬ 
tability” are not equivalent to the rec¬ 
ommended Category III claim of “oc¬ 
casional simple nervous tension” in 
that they imply a special type of prob¬ 
lem or tension from a particular 
source. They will remain in Category 

n. 

The Commissioner is also concerned 
about the phrase “simple nervous ten¬ 
sion due to everyday overwork and fa¬ 
tigue”. It refers to factors that are in 
and of themselves unlikely to cause 
nervous tension. OTC daytime seda¬ 
tives do not relieve fatigue and, in 
fact, may increase such fatigue by 
their pharmacological mode of action. 
Therefore, the Commissioner concurs 
with the Panel’s Category II recom¬ 
mendation for this phrase or similar 
phrases which attempt, albeit unsuc¬ 
cessfully, to describe the cause or 
source of tension. 

The Commissioner concluded above 
in comment 76 that the claim “occa¬ 
sional simple nervous tension” should 
be classified in Category H since this 
term does not refer to a well-defined 
medical entity. As discussed in com¬ 
ment 79 above, the Commissioner will 
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retain the Panel’s Category II recom¬ 
mendation for the term “calmative”. 

The comment’s contention that the 
other phrases objected to by the Panel 
are promotional claims and conse¬ 
quently not within the Panel’s pur¬ 
view is rejected. The Commissioner 
concludes that any labeling for an 
OTC product is within the Panel’s 
purview. In addition, it is entirely cor¬ 
rect for a Panel to recommend against 
the use in labeling of any term or 
phrase that they consider misleading 
or medically imprecise, even if such a 
claim has previously been limited to 
advertising. 

81. One comment objected to the 
proposed warning “Do not take this 
product if pregnant or if nursing a 
baby” recommended for use on day¬ 
time sedatives, on the basis that the 
Panel did not cite any specific evi¬ 
dence supporting the need for this 
warning. 

The Commissioner agress with the 
Panel that it is best that no drug be 
used without the advice of a physician 
during pregnancy or while nursing. 
However, a decision to require a label 
warning against the use of a particular 
drug or class of drugs during that 
period must be based on a substantial 
reason to believe that an actual safety 
hazard would result from such use. In 
view of the lack of such data the Com¬ 
missioner must concur with the com¬ 
ment. However, since all ingredients 
used as daytime sedatives have been 
classified as Category II, the point is 
moot. 

82. Another comment objected to 
the following general warning recom¬ 
mended by the Panel for OTC daytime 
sedatives: “Do not take this product if 
you are presently taking a prescription 
or OTC drug without consulting a 
physician or pharmacist”, and suggest¬ 
ing that it be deleted in favor of spe¬ 
cific drug interaction warnings where 
appropriate. 

The question of whether to have 
general or specific drug interaction 
warnings was discussed at considerable 
length in the June 4, 1974 proposed 
general conditions on OTC drugs, and 
that discussion will not be repeated 
here. Based on that discussion, the 
Commissioner has concluded that the 
proper way to inform the consumer of 
potential drug interactions is to re¬ 
quire that the labeling include a separ- 
ater section headed “Drug Interaction 
Precautions.” The Commissioner real¬ 
izes that such interactions may be 
somewhat complicated. He is con¬ 
cerned, however, that a broad general 
warning would have no impact and 
would not be in the consumer’s best 
interest, since the user would not be 
alerted to specific drug/drug or drug/ 
disease interactions that could in cer¬ 
tain circumstances be life threatening. 
The Commissioner supports specific 
warnings where appropriate, but since 


all daytime sedatives are Category II. 
the point is moot. 

83. One comment objected to, and 
requested the deletion of, the pro¬ 
posed warning: “Take this product 
with caution if alcohol is being con¬ 
sumed” for daytime sedatives as being 
inappropriate for this class of OTC 
drugs. The comment expressed igno¬ 
rance of' any documentation by the 
Panel of potentially dangerous alcohol 
drug interactions with any OTC day¬ 
time sedatives at marketed doses, and 
pointed out that other FDA OTC 
Drug Advisory Review Panels have not 
required a warning regarding the same 
OTC ingredients. 

The Commissioner concluded in 
comment 52 that such a warning 
should be required for OTC nighttime 
sleep-aids since the depressant effect 
of alcohol when combined with the 
antihistamines would be additive. This 
same additive effect would be especial¬ 
ly hazardous when daytime sedatives 
are consumed with alcohol. The Com¬ 
missioner concludes that an alcohol 
warning would be appropriate for day¬ 
time sedatives. However, since all day¬ 
time sedatives are Category II, the 
point is moot. 

84. One comment pointed out that 
the two sentences in the proposed day¬ 
time sedative warnings, “For adults 
only. Do not give to children under 12 
years of age,” are redundant. The 
comment suggested that the second 
sentence in the warning be made op¬ 
tional. 

As noted in comment 47 relating to 
OTC nighttime sleep-aids, the Com¬ 
missioner concurred that the warning 
is redundant and deleted the first sen¬ 
tence of the warning. However, any 
discussion of warnings is moot since 
this entire class of drugs is Category 
II. 

L. COMMENTS ON OTC DAYTIME SEDATIVES 
TESTING GUIDELINES 

85. One comment conOPil36°tended 
that the time provided for Category 
III testing of OTC daytime sedatives, 
in view of the acknowledged necessity 
for developing methodology in this 
area, is so confining as to be prejudi¬ 
cial. 

The Commissioner concluded in 
comment 68 that all daytime sedatives 
should be classified Category II. The 
Commissioner concludes that it is in¬ 
appropriate to discuss any further 
testing for safety and effectiveness of 
daytime sedatives and will delete any 
discussion of testing guidelines for this 
class of drugs from this document. 

86. One comment objected to the 
safety testing requirement proposed 
for daytime sedatives since, with re¬ 
spect to safety, it is obvious that those 
drugs, which are antihistamines, will 
possess the same properties as antihis¬ 
tamines in the same dosages for other 
OTC drug indications. 


The comment is correct in stating 
that antihistamines have the same 
properties when used in the same dos¬ 
ages whether used as daytime seda¬ 
tives or for other indications. A 
number of safety issues such as im¬ 
pairment of motor function, reduced 
alertness and impairment of sensory 
performance are not problems when 
these drugs are used as OTC night¬ 
time sleep-aids. Reduced alertness is 
important, however, when these ingre¬ 
dients are used in patients conducting 
normal daily activities. It becomes ex¬ 
tremely important to determine the 
degree to which antihistamines might 
impair an individual’s ability to react 
to motor traffic, operate machinery, 
cook, or deal with everyday hazards. 

The Commissioner has concluded, 
however, that antihistamines are not 
appropriate for use as daytime seda¬ 
tives and that safety testing guidelines 
should therefore not be included in 
this document. 

87. Comments objected to the fol¬ 
lowing statement on effectiveness test¬ 
ing of OTC daytime sedatives at 40 FR 
57322: “The Panel doubts, however, 
that any such effectiveness can be dif¬ 
ferentiated from the placebo effect.” 
The comment contends that the 
Panel’s conclusion is arbitrary and 
biased in face of the well-recognized 
calmative effects of the ingredients 
used in this class of products. 

The Commission disagrees that the 
calmative effects of antihistamines are 
well-recognized. The sedative effects 
may be evident, but there is no conclu¬ 
sive evidence that these drugs have 
any calmative action. The Panel’s 
remark was intended to point out that, 
while these ingredients were placed in 
Category III to permit definitive test¬ 
ing of their calmative effects, the 
Panel, based on its review of antihista¬ 
mine mechanisms of action and the 
available data, had serious doubts as 
to the potential success of such test¬ 
ing. The Panel did not intend to dis¬ 
play bias, but to point out quite clear¬ 
ly the difficulties in the development 
of data required to prove the effective¬ 
ness of these ingredients as daytime 
sedatives. 

The Commissioner proposes to place 
OTC daytime sedatives in Category II 
and concludes that testing guidelines 
should therefore not be included in 
this document. 

88. One comment objected to the re¬ 
quirement that the qualifications of 
investigators be provided to FDA 
before beginning studies on Category 
III daytime sedatives. 

While agreeing with the Panel’s 
statement that studies be conducted 
by qualified investigators, the Com¬ 
missioner concurs with the comment 
that there is no demonstrated need for 
preclearance of investigators. Howev¬ 
er, since the daytime sedatives have 
been classified as Category II, the 
point is moot. 
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M. GENERAL COMMENTS ON OTC 
STIMULANTS 

89. A comment stated that caffeine 
preparations should be removed from 
the OTC market because a stimulant 
should be used in disease states only 
where a stimulant is recognized as a 
therapeutic necessity. At the present 
time, most people are using it to re¬ 
place sleep. 

The Commissioner notes that the 
Panel was composed of medical ex¬ 
perts who were of the opinion that 
there exists a suitable healthy adult 
target population which can benefit 
from the occasional use of safe and ef¬ 
fective OTC stimulant drugs. The 
Panel did not recommend their use in 
disease states. The Panel emphasized 
that such products are for occasional 
use only and never for more than 1 to 
2 weeks except under the advice and 
supervision of a physician. The Com¬ 
missioner concludes that stimulants 
should be used only to temporarily 
help restore mental alertness or wake¬ 
fulness when experiencing fatigue or 
drowsiness. 

90. A comment stated that stimu¬ 
lants containing caffeine are danger¬ 
ous. The person who comment urged 
that they be packed in glass, tin, or 
plastic containers with safety caps 
since his pet dog died after eating a 
number of caffeine tablets packaged in 
a cardboard box. 

The Commissioner, after reviewing 
all pertinent data, finds no evidence 
that stimulants containing caffeine in 
currently marketed OTC drug prod¬ 
ucts are dangerous to humans and 
finds no reason to prohibit their being 
packaged in cardboard containers. 

The Commissioner advises that the 
issue of whether these drugs may be 
safely packaged in cardboard contain¬ 
ers would, of course, be within the ju¬ 
risdiction of the Consumer Product 
Safety Commission, which administers 
the Poison Prevention Packaging Act. 

91. One comment stated that accord¬ 
ing to J. M. Ritchy in L. S. Goodman 
and A. Gilman, eds., “The Pharmaco¬ 
logical Basis Therapeutics,’ 1 McMillan, 
N.Y., 4th Ed., p. 359, 1970, caffeine’s 
main action is to allay drowsiness and 
fatigue and that this action may be 
brought on by the administration of 
150 to 200 mg of caffeine. The com¬ 
ment then stated that most of the 
OTC preparations, if taken as suggest¬ 
ed, will not elicit a pharmacological re¬ 
sponse. 

The Commissioner notes that the 
Panel was aware of the Goodman and 
Gilman citation and used this refer¬ 
ence as well as a variety of additional 
data in arriving at their decision that 
the administration of 100 to 200 mg of 
caffeine not more often than every 3 
to 4 hours does elicit a pharmacologi¬ 
cal response and that this dosage 
range is suitable for use as an OTC 
stimulant drug. While narrower, the 


activitiy range suggested by J. M. 
Ritchy in Goodman and Gilman coin¬ 
cides with that arrived at by the 
Panel. The Commissioner finds no 
basis for revising the dosage schedule 
proposed by the Panel. 

92. One comment stated that caf¬ 
feine-containing stimulants do not 
belong on the OTC drug market be¬ 
cause their dosage is only equivalent 
to a strong cup of coffee or tea. 

The Commissioner disagrees with 
the comment. While the consumer 
may derive the same stimulant effect 
from drinking beverages containing 
caffeine, the Panel recognized and the 
Commissioner concurs that there is a 
suitable target population which can 
benefit from the occasional use of safe 
and effective OTC stimulant products 
containing caffeine. It is the Commis¬ 
sioner’s view that some Individuals, for 
a variety of reasons, may prefer the 
tablet or capsule form of this drug to 
the beverage, and thus should have 
such a choice available to them. 

N. COMMENTS ON OTC STIMULANT 
COMBINATIONS 

93. A comment requested that the 
classification of ammonium chloride 
as a single active ingredient for use in 
stimulant drug products be deleted for 
the following reasons: 

a. There has been no submission of 
such a drug product to the Panel for 
their evaluation. 

b. There is no labeling of any phar¬ 
maceutical product relying on ammo¬ 
nium chloride as a stimulant. 

c. There has been no claim of effica¬ 
cy made for this ingredient other than 
as a diuretic agent. 

The comment expressed concern that 
the listing of this ingredient in the 
stimulant area will cause confusion. 

The Commissioner notes that a sub¬ 
mission was made to the Panel on a 
stimulant that declared among its 
active ingredients ammonium chloride. 
While the Panel was well aware that 
this ingredient has some use as a di¬ 
uretic, it was not specified to them 
whether any stimulant properties 
were being attributed to it in the prod¬ 
uct in question. They had no alterna¬ 
tive. therefore, but to consider it and 
classify it with respect to stimulant ac¬ 
tivity. The classification of it in Cate¬ 
gory II for one type of use of course is 
not intended to reflect on its safety 
and effectiveness for other uses. The 
Panel clearly points out in their report 
that they deferred review of ammoni¬ 
um chloride as a diuretic to the Advi¬ 
sory Review Panel on OTC Miscella¬ 
neous Internal Drug Products. The 
comment is therefore rejected. 

94. One comment stated that the 
combination of caffeine and ammoni¬ 
um chloride is safe and effective as an 
aid in the relief of premenstrual symp¬ 
toms of swelling, weight gain, and fa¬ 


tigue. The comment stated that the 
purpose of the caffeine is to alleviate 
the mental and physical fatigue which 
commonly accompanies water reten¬ 
tion during the premenstrual period. 
The comment also states that the 
report does not indicate what evi¬ 
dence, if any, was considered or relied 
upon to make the determination that 
the combination of caffeine with am¬ 
monium chloride is irrational, and 
that there is no indication in the 
report or in the evidence before the 
Panel to show that due consideration 
was given to a need for concurrent 
treatment of water retention and fa¬ 
tigue in premenstrual women. 

The comment urges that the recom¬ 
mendation of the Panel with respect 
to the combination of ammonium 
chloride and caffeine for OTC use to 
relieve the symptoms of swelling, 
weight gain, and fatigue which occur 
during the premenstrual period be set 
aside and that only the pertinent rec¬ 
ommendation for caffeine be accepted. 
The comment then urges that final 
classification of the combination be 
deferred until the Advisory Review 
Panel on OTC Miscellaneous Internal 
Drug Products has had an opportunity 
to review the effectiveness of ammoni¬ 
um chloride as a diuretic agent. 

The Commissioner advises that the 
Panel, based on its expertise and the 
data reviewed on caffeine, stated that 
if found no acceptable evidence that 
this combination of ingredients would 
be effective in relieving fatigue. The 
Panel further stated at 40 FR 57327 
that caffeine alone could be expected 
to increase rather than cause any de¬ 
crease in the nervousness associated 
with premenstrual tension. Since the 
comment offers no additional data to 
refute the Panel’s findings, the Com¬ 
missioner rejects the comment and 
will retain the Panel’s classification of 
this combination. In the event that 
the Advisory Review Panel on OTC 
Miscellaneous Internal Drug Products 
classifies this combination differently 
in light of new or additional data, the 
Commissioner will reopen the issue. 

o. COMMENTS ON OTC STIMULANTS 
LABELING AND WARNINGS 

95. A comment stated that the indi¬ 
cations for stimulants as set forth in 
the proposed monograph omit any ref¬ 
erences to the perfectly valid use of 
such products to ward off anticipated 
drowsiness. Although the Panel’s rec¬ 
ommended dosage directions acknowl¬ 
edge the usefulness of such products 
in preventing the return of drowsiness 
by the allowance for repeat doses 
every 3 to 4 hours, there is no provi¬ 
sion for general prophylactic use. 

The Commissioner advises that 
while the Panel recognized that OTC 
stimulants could safely and effectively 
be used to restore mental alertness or 
wakefulness when fatigue or drowsi- 
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ness was being experienced, the Panel 
found no basis for recommending gen¬ 
eral prophylactic use of OTC stimu¬ 
lants. In fact, any recommendation for 
general prophylactic use would run di¬ 
rectly counter to the Panel’s recom¬ 
mendation that these products are 
only for occasional use. “General pro¬ 
phylactic use” would imply very regu¬ 
lar long term use at any time that an 
individual felt he might conceivably 
become fatigued. Neither the Panel 
nor the Commissioner has any objec¬ 
tions to the ready availability of OTC 
stimulants for use when needed; in 
fact, they support it. The Commission¬ 
er concludes, however, that it would be 
irresponsible to recommend that an 
OTC drug be consumed regularly be¬ 
cause the user might or might not ex¬ 
perience the symptoms for which it is 
recommended. Using the same logic, 
one could recommend “general pro¬ 
phylactic use” of an antacid or laxa¬ 
tive every day on the chance that one 
might experience the need for it at 
some later time during the day. The 
Commissioner rejects the comment as 
inappropriate. 

98. One comment objected to the fol¬ 
lowing warnings: “Caution: Do not 
exceed recommended dose since side 
effects may occur which include in¬ 
creased nervousness, anxiety, irritabil¬ 
ity, difficulty in falling asleep and oc¬ 
casionally disturbances in hearing rate 
and rhythm called palpitations” and 
“Contains caffeine. Do not take this 
product with large amounts of caf¬ 
feine-containing beverages such as 
coffee, tea or cola drinks”. The com¬ 
ment argued that these warnings are 
unnecessary since the established 
name of the drug, caffeine, must 
appear on the principle display panel 
of the product label and since the 
public, as a result of its vast experi¬ 
ence with coffee, tea, and cola drinks, 
is well aware of the side effects of ex¬ 
cessive caffeine intake. The comment 
states that these warnings are exces¬ 
sive since they are based solely on the 
Panel’s opinion and since the dosage 
of those products is only approximate¬ 
ly equivalent to a single cup of coffee. 

Even though the public is familiar 
with caffeine, the Panel felt and the 
Commissioner concurs, that the public 
is not aware of all the possible side ef¬ 
fects of excessive caffeine consump¬ 
tion. The Commissioner concludes 
that the warning, “ Caution: Do not 
exceed recommended dose since side 
effects may occur which include in¬ 
creased nervousness, anxiety, irritabil¬ 
ity, difficulty in falling asleeep and oc¬ 
casionally disburbances in heart rate 
and rhythm called palpitations”, 
alerts the consumer to the possible 
specific effects of excessive caffeine 
consumption, and he invites further 
comment on this warning. Since indi¬ 
viduals could inadvertently overdose 
themselves with caffeine if they in¬ 


gested it from several different sources 
simultaneously, the Commissioner 
concludes that the other Panel recom¬ 
mended warning is necessary, but fur¬ 
ther clarifies it to read: “The recom¬ 
mended dose of this product contains 
about as much caffeine as a cup of 
coffee. Take this product with caution 
while taking caffeine-containing bever¬ 
ages such as coffee, tea or cola drinks 
because large doses of caffeine may 
cause side effects as cautioned else¬ 
where on the label”. The Commission¬ 
er concludes that this proposed warn¬ 
ing will have more meaning to the con¬ 
sumer than the warning originally rec¬ 
ommended by the Panel, and he is in¬ 
terested in receiving further comment 
on this warning. 

97. One comment stated that the 
warning “For occasional use only. If 
fatigue or drowsiness persists continu¬ 
ously for more than two weeks, con¬ 
sult a physician” is unnecessary since 
it is based on speculation and not on 
findings of fact as to its need and, in 
addition, it tends to state the obvious. 

The Commissioner finds that fatigue 
or drowsiness, especially when experi¬ 
enced for 2 weeks or more, may be 
symptomatic of a number of serious 
disorders requiring the attention of a 
physician. This is common medical 
knowledge and sound common sense, 
not mere “speculation” as the com¬ 
ment suggests. As to the comment’s 
contention that this warning states 
the obvious, the Commissioner agrees. 
However, many if not most warnings 
serve that purpose, and they remind 
people of important facts which, while 
obvious to many, might be overlooked 
by some. The comment is therefore re¬ 
jected. The Commissioner concludes 
that the warning should be retained. 

98. One comment objected to the fol¬ 
lowing proposed warning for OTC 
stimulant drugs: “Caution: Do not 
exceed recommended dose since side 
effects may occur which include in¬ 
creased nervousness, anxiety, irritabil¬ 
ity, difficulty in falling asleep, and oc¬ 
casionally disturbances in heart rate 
and rhythm called palpitations” on 
the basis that it is too long and may 
cause concern among consumers. 

The comment further states that 
there is no need for the label to reiter¬ 
ate the possible side effects of higher 
than normal doses, and states this 
warning is more appropriate for pre¬ 
scription package insert labeling. In 
addition, the comment expresses con¬ 
cern that the layman would fail to un¬ 
derstand the terminology and be 
frightened unnecessarily even to the 
point that he might not take the medi¬ 
cation but would consult a physician 
needlessly. The comment also raises 
the possibility that some consumers 
might develop psychosomatic side ef¬ 
fects after reading about them. Conse¬ 
quently, the comment proposes that 
this warning be revised to simply read: 
“Do not exceed recommended dose”. 


The Commissioner finds after re¬ 
viewing all pertinent data that the 
more specific warning is more informa¬ 
tive to the public. The Commissioner 
believes that the consumer should be 
fully informed and that the consumer 
has a right to full disclosure of the 
reasons behind label warnings and the 
possible consequence of ignoring those 
warnings. The Commissioner con¬ 
cludes that a more specific warning 
should therefore be retained. 

99. A comment proposed that the 
second sentence of the following warn¬ 
ing proposed for OTC stimulants be 
made optional since it is redundant: 
“For adults only. Do not give to chil¬ 
dren under 12 years of age”. 

The Commissioner concluded in 
comment 47 relating to nighttime 
sleep-aids, that the warning is redun¬ 
dant. The Commissioner concludes 
that this warning is likewise redun¬ 
dant for OTC stimulants. The second 
sentence “Do not give to children 
under 12 years of age” should be re¬ 
quired; the first sentence should be de¬ 
leted. 

100. One comment objected to the 
proposed warning in §340.50(0(4) for 
products containing caffeine: “Do not 
take this product with large amounts 
of caffeine-containing beverages such 
as coffee, tea of cola drinks”. The com¬ 
ment argues that it is unnecessary and 
recommends its deletion since the 
Panel did not cite any situations 
where consumers are harmed by 
taking OTC products containing caf¬ 
feine or by consuming beverages con¬ 
taining caffeine. The comment points 
out that the Panel recognized that a 
toxic dose of caffeine is much higher 
than the dose recommended for OTC 
use. 

The Commissioner advises that the 
intention of the warning proposed by* 
the Panel is to alert individuals to the 
danger of possible overdosage or over- 
stimulation through consumption of 
caffeine from a number of different 
sources. While the toxic dose of caf¬ 
feine is much higher than the recom¬ 
mended OTC dose, overstimulation 
could occur in some individuals 
through the ingestion of the drug 
from multiple sources, e.g., OTC stim¬ 
ulant drugs plus coffee, hot or iced 
tea, or cola beverage, within a short 
period of time. The comment is there¬ 
fore rejected. 

The Commissioner concluded in 
comment 96 that such a warning is 
necessary, although is should be clari¬ 
fied. 

101. Comments expressed general 
agreement with the Panel’s proposed 
warning for caffeine-containing stimu¬ 
lants but pointed out that many prod¬ 
ucts besides the three mentioned in 
the warning, namely, coffee, tea and 
cola drinks, also contain caffeine, e.g., 
cocoa, chocolate candy and icings, and 
some OTC and prescription drugs. 
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The—comments suggest the follow¬ 
ing alternative wordings for this warn¬ 
ing: 

“Contains caffeine: Do not ingest more 
than (leave blank—to be filled with proper 
dosage) without advice of your physician/' 
or 

“Contains caffeine: Do not ingest this 
product with large amounts of caffeine-con¬ 
taining food or drug products without the 
advice of your physician." 
or 

“Contains caffeine: Do not take this prod¬ 
uct with large amounts of caffeine-contain¬ 
ing foods, beverages or medication." 

The comments recommend this 
more general language for the warn¬ 
ing as being more effective in inform¬ 
ing the consumer than the originally 
proposed language, which merely iden¬ 
tifies a few food products. The com¬ 
ments point out that the original lan¬ 
guage would only serve to lull the user 
Into a false sense of security and frus¬ 
trate the purpose of the proposed rule 
since there are other food products 
and OTC drugs that contain caffeine 
and that are not identified in the 
original warning. 

The Commissioner acknowledges 
that there are other sources of caf¬ 
feine than the three examples given in 
the Panel’s proposed caffeine warning. 
He notes, however, that these exam¬ 
ples were selected as being the largest 
and most likely sources of additional 
caffeine by users of OTC stimulants. 
The Commissioner further notes that 
these comments do not disagree with 
the need for this warning but merely 
object to the ‘specific examples of 
those beverages. 

The Commissioner concluded in 
comment 96 that such a warning is 
necessary, but that it needs clarifica¬ 
tion. 

102. One comment challenged the 
Panel's statement that the "teratogen¬ 
icity of caffeine can be detected in rats 
if sufficiently high doses are given; 
these are of the order of 250 mg/kg 
and would be equivalent to 100 cups of 
coffee confining 125 mg of caffeine 
each.” The comment contended that 
the statement w T as erroneous and "im¬ 
plied that there is no possible terato¬ 
genic hazard to developing embryos/* 
It argued that caffeine may be terato¬ 
genic in humans as doses producing 
malformations in animals are only 
slightly greater than those consumed 
by women and that consequently 
there is an inadequate safety margin. 
The comment also cited human retro¬ 
spective studies implicating caffeine 
with problem pregnancies and low 
birth weight. 

Several animal studies were cited in 
the comment to show that caffeine is 
teratogenic at doses consumed by 
humans (Refs. 1 through 5). The con¬ 
tention is made that the studies indi¬ 
cate that birth defects occurred at 30 
to 50 mg/kg doses and that this dose 


range is a level to which "a small mi¬ 
nority of pregnant women is likely to 
be exposed.” This contention is based 
on the assumption that a 100-lb. (46 
kg) pregnant woman drinks between 
10 and 20 cups of coffee daily, each 
containing 125 mg of caffeine and pro¬ 
ducing dose levels of 3 mg/kg of caf¬ 
feine per cup, or a total of between 30 
and 60 mg/kg of caffeine. An undocu¬ 
mented source is quoted in the com¬ 
ment as asserting that 9 percent of 
coffee drinkers average seven or more 
cups daily. 

The Commissioner notes that since 
1974 the Select Committee on GRAS 
Substances of the Federation of 
American Societies for Experimental 
Biology (FASEB) has been reviewing 
the safety of caffeine as a food addi¬ 
tive for FDA’s Bureau of Foods. This 
group is aware of the studies cited in 
the comment and has included the re¬ 
sults of these studies as part of its 
review of caffeine. The FASEB Com¬ 
mittee submitted a tentative report to 
FDA in November 1976 and held a 
public hearing on the report in Sep¬ 
tember 1977. The FASEB Committee 
then reconvened to evaluate the addi¬ 
tional information obtained at the 
hearing. A final report on the safety 
of caffeine as a food additive will be 
submitted to FDA within the next few 
months. FDA’s Bureau of Foods is 
about to begin a laboratory study in 
animals to assess whether the animal 
teratology studies reviewed by FASEB 
can be replicated. 

While the comment states that the 
animal studies indicate that birth de¬ 
fects occurred at 30 to 50 mg/kg doses, 
the Commissioner notes that these 
animal studies do not show consistent 
malformations at doses up to 75 mg/ 
kg. The comment quotes the FASEB 
report, "Tentative Evaluation of the 
Health Aspects of Caffeine as a Food 
Ingredient,” as concluding that "At 
doses greater than 75 mg/kg terato¬ 
genic effects are apparent in animal 
studies" (Ref. 6). In three mouse stud¬ 
ies at 50 mg/kg of caffeine, only one 
"uniquely deformed” fetus occurred 
(Refs. 3 and 4). At test doses of 100 
mg/kg and above, malformations were 
reported in these studies. 

The results reported on the terato¬ 
genicity of caffeine in animals vary for 
a given dose of caffeine (Ref. 5). This 
variability has been attributed to spe¬ 
cies differences, strain differences, the 
source and form of the caffeine tested 
by different investigators, the stage of 
embryonic development at which caf¬ 
feine was administered, the rate of 
caffeine administration, the route of 
caffeine administration and differ¬ 
ences in caffeine metabolism between 
species and strains. In studies in mice 
and rats cited in the comment, caf¬ 
feine was administered orally as well 
as by other routes. Teratogenic effects 
in the oral studies varied with the 


time period over which the dose was 
administered, the gestational period 
when administered, the strain of 
animal, and the method of oral admin¬ 
istration (intubation or feeding). Oral 
doses at which teratogenicity occurred 
ranged from 100 to 500 mg/kg. 

Differences between species and 
strains of test animals are also reflect¬ 
ed in the variability of the lethal dose 
of caffeine. In most instances, the dose 
administered in animal teratology 
studies approximated the lethal dose. 
The available acute toxicity data (Ref. 
6) show that the oral LD M of caffeine 
in the mouse is 132 mg/kg. The oral 
LDto in the rat varies from 192 to 296 
mg/kg, and one study reports 1,050 
mg/kg. 

The doses which produced terato¬ 
genicity in animals were in the lethal 
range, approximately 100 to 300 mg/ 
kg. In man, the ingestion of large 
doses of caffeine up to 10 g (200 mg/ 
kg) has caused convulsions and vomit¬ 
ing with complete recovery in 6 hours 
(Ref. 9). The acute human lethal dose 
of caffeine is unknown but appears to 
be greater than 200 mg/kg. It should 
be pointed out that a dose of 10 g of 
caffeine is the amount of caffeine con¬ 
tained in 70 to 100 cups of coffee. The 
200 mg/kg dose in man is a high toxic 
dose but apparently not a lethal dose. 
It may be that humans are less sensi¬ 
tive to caffeine than the mouse or rat. 
No caffeine-related teratogenic effects 
have been reported in humans. The 
comment failed to consider in its eval¬ 
uation of the teratogenic potential of 
caffeine that the daily consumption of 
10 cups of coffee, which is estimated in 
the comment to contain 20 to 30 mg/ 
kg of caffeine, is taken over a period of 
several hours and not in a single dose. 
In the animal studies, the teratogenic 
doses, which approximated the lethal 
dose, were administered as a single 
dose. 

The comment also cited human ret¬ 
rospective studies. One such study was 
claimed to report that 13 of 14 heavy 
coffee drinkers (seven or more cups of 
coffee per day) had problem pregnan¬ 
cies, including miscarriages and still¬ 
births (Ref. 7). Another study was 
claimed to indicate that coffee con¬ 
sumption was associated with an in¬ 
creased incidence of low birth weight 
infants (6.6 percent as compared to 4.2 
percent of the controls), but that no 
association with birth defects was 
noted (Ref. 8). 

The Commissioner has examined the 
results of three human studies (Refs. 
7, 8, and 10). Two of these three stud¬ 
ies were summarized in the comment 
and mentioned above. The Commis¬ 
sioner finds many discrepancies be¬ 
tween the comment’s summary of 
these two studies and the published 
reports. The comment’s summary of 
one of the reports stated that 13 out 
of 14 heavy coffee drinkers (seven or 
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more cups of coffee a day) had prob¬ 
lem pregnancies, including miscar¬ 
riages and stillbirths. The study (Ref. 
7) actually states that these 14 women 
were part of a group of 800 women 
from whom a survey team received re¬ 
plies to a questionnaire. Most of the 
800 women were noncoffee, nonalcoho¬ 
lic beverage drinkers. About 200 of 
these women (about 25 percent) re¬ 
ported problem pregnancies. It is ap- 
parant that the 14 women who report¬ 
ed drinking 7 or more cups of coffee 
daily were part of the 200 of 800 
women reporting problem pregnancies. 
The remaining 186 women with preg¬ 
nancy problems were noncoffee drink¬ 
ers. The published report is an incom¬ 
plete study and the survey team 
agreed that their study by no means 
pointed to coffee as the cause of the 
problem pregnancies. 

In the second study summarized in 
the comment (Ref. 8), the comment 
stated that coffee consumption was as¬ 
sociated with an increased incidence of 
low births weight in infants (6.6 per¬ 
cent as compared to 4.2 percent in the 
controls). The comment noted that 
the report did not find an association 
between caffeine and birth defects. In 
this study, 5,200 women were asked to 
describe their coffee consumption 
during pregnancy as none, seldom or 
frequent. Other parameters, such as 
maternal age, parity, socioeconomic 
status, body weight, etc., were not con¬ 
sidered by the investigators. The ques¬ 
tions asked of the women did not re¬ 
quire a quantitative answer, i.e., the 
number of cups of coffee consumed 
daily. The answers were subjective. 
The investigators concluded that be¬ 
cause of other variables that were not 
considered it was questionable wheth¬ 
er a direct causal relationship existed 
between coffee conumption and low 
birth weight. In addition, the investi¬ 
gators studied the association between 
coffee consumption and shortened ges¬ 
tation period and found no relation¬ 
ship. It is also interesting to note that 
in the two human studies cited by the 
comment, the investigators did not in¬ 
quire whether any drugs, in addition 
to the coffee, were taken by the 
women during pregnancy. 

The third human study examined by 
the Commissioner (Ref. 10) was cited 
in a report prepared for the FDA’s 
Bureau of Foods by FASEB (Ref. 6), 
“Tentative Evaluation of the Health 
Aspects of Caffeine as a Food Ingredi¬ 
ent." This study was not cited by the 
comment, although the FASEB report 
was mentioned in the comment in rela¬ 
tion to animal studies. In this study, 
the investigators considered the asso¬ 
ciation of drugs taken by women 
during pregnancy with the incidence 
of malformed infants delivered by 
these women. Caffeine, as a drug, was 
one of the ingredients compared with 
the incidence of malformations. 


In this study, the ingestion of caf¬ 
feine, as an ingredient in analgesics, 
by 458 mothers of malformed infants 
was compared with the ingestion of 
caffeine by 911 mothers of normal in¬ 
fants. Virtually all of these women 
(1,333 out of a total of 1,369) had 
taken one or more durgs during preg¬ 
nancy. The investigators carefully 
checked the prescribed and self-admin¬ 
istered drug histories of these women 
for the period of their pregnancies. 
They also eliminated bias in the selc- 
tion of the mothers with abnormal in¬ 
fants and the mothers with normal in¬ 
fants. Statistical comparisons were 
made between caffeine used during 
the whole period of pregnancy and 
caffeine used during the first trimes¬ 
ter. The data showed that 2.4 percent 
of mothers with abnormal infants had 
taken caffeine during the whole period 
of pregnancy as compared to 1.5 per¬ 
cent of mothers with normal infants. 
This difference was not statistically 
significant. The data on the use of caf¬ 
feine during the first trimester of 
pregnancy show that the durg was in¬ 
gested by 0.2 percent of mothers with 
malformed infants as compared with 
0.7 percent of mothers with normal in¬ 
fants. FASEB concurred with the au¬ 
thor’s conclusions that there was no 
association between caffeine used as a 
drug and abnormalities in offspring. 

The Commissioner wishes to empha¬ 
size that the concern of the Advisory 
Review Panel on OTC Nighttime 
Sleep-aid, Daytime Sedative, and Stim¬ 
ulant Drug Products was with the use 
of caffeine as a stimulant and not as a 
food ingredient. The Panel recom¬ 
mended caffeine as a stimulant at an 
oral dose of 100 to 200 mg not more 
often than every 3 to 4 hours. The 
highest single dose recommended, 200 
mg (4 mg/kg), is 50 times less than the 
toxic dose of 200 mg/kg in man. The 
highest total daily dose that would be 
received if 200 mg were taken every 3 
hours for 24 hours would be 1,600 mg 
(32 mg/kg). This total dose is approxi¬ 
mately 6.3 times less than the toxic 
single dose of 200 mg/kg. An individu¬ 
al who continuously takes a stimulant 
for 24 hours is clearly ignoring the rec¬ 
ommended labeling that restricts the 
product by the label caution: "For oc¬ 
casional use only. If fatigue or drowsi¬ 
ness persists continuously for more 
than 2 weeks, consult a physician". It 
can be assumed that under usual cir¬ 
cumstances an individual will sleep for 
at least 6 hours. During the 18-hour 
waking period, a total of 200 mg could 
be taken six times, i.e., 1,200 mg or 24 
mg/kg which is approximately 8.3 
times less than the known toxic single 
dose of 200 mg/kg. An important con¬ 
sideration that further increases the 
margin of safety is the fact that the 
total dose of 24 mg/kg of caffeine is 
taken in fractionated doses of 4 mg/ 
kg. In animal studies in which the 


total daily dose was fractionated, the 
incidence of teratogenicity decreased 
(Ref. 5). In man, a direct causal rela¬ 
tionship between caffeine and malfor¬ 
mations has not been reported in the 
years that caffeine has been consumed 
in coffee, tea, and beverages. 

In an evaluation of caffeine inges¬ 
tion and its relation to teratogenicity, 
animal studies alone cannot be the 
overriding consideration when infor¬ 
mation on human experience with the 
drug is available. The Commssioner 
finds the comment’s interpretation of 
the studies on coffee consumption by 
pregnant women at variance with the 
data and conclusions of the studies. 
Long usage of caffeine and retrospec¬ 
tive studies have not revealed a terato¬ 
genic effect in humans. These facts 
must be considered regardless of dem¬ 
onstrated teratogenic effects of high 
doses of caffeine in animals. The rela¬ 
tionship between the dose of caffeine 
necessary to elicit a teratogenic effect 
in animals and the number of cups of 
coffee that a human would have to 
drink to approximate this dose must 
be a consideration. Even a lower tera¬ 
togenic dose of 100 mg/kg in animals 
represents 40 cups of coffee containing 
125 mg of caffeine per cup. From 
human experience, it appears that 
man may be a species that is less sensi¬ 
tive to caffeine than the mouse or rat. 
It has been suggested that humans are 
protected by the rapid metabolism of 
caffeine, with only 1 percent excreted 
unchanged (Ref. 11). 

After a review of the available data, 
and in view of the fact that caffeine is 
a naturally occurring substance pres¬ 
ent in widely consumed foods and is 
also used as a food additive, the Com¬ 
missioner is deferring any regulatory 
action until he has carefully reviewed 
the final findings of the FASEB Select 
Committee and the results of the FDA 
caffeine teratology study. 
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Referenced OTC Volume Submissions 

All “OTC Volumes’' cited through¬ 
out this document refer to the submis¬ 
sions made by interested persons pur¬ 
suant to the calls for data published in 
the Federal Register of August 22, 
1972 (37 FR 16885) and May 25, 1973 
(38 FR 13763). The volumes are on 
public display in the office of the 
Hearing Clerk, Food and Drug Admin¬ 
istration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857. 

For the convenience of the reader, 
the Commissioner includes the follow¬ 
ing tables summarizing his conclusions 
regarding the categorization of single 
active ingredients and combination of 
ingredients: 

Categorization of Single Ingredients 


Night- Day- 
Ingredient time time 

sleep- sedative 
aid 


Antihistamines: 

Diphenhydramine hydrochlo¬ 
ride. 'III *11 

Doxylamlne succinate..... 'Ill *11 

Methapyrilene fumarate_...... II II 

Methapyrtlene hydrochloride.... II II 

Phenyltoloxamine dihydrogen 

citrate- 'III II 

Pyrilamine maleate_......._..... Ill II 

Bromides: 

Ammonium bromide.. II II 

Potassium bromide.II II 

'Sodium bromide. II II 

Scopolamine compounds: 

Scopolamine aminoxide hydro¬ 
bromide . II II 

Scopolamine hydrobromideII II 

Miscellaneous compounds: 

Acetaminophen*_............._ II H 

Aspirin*. II n 

Salicylamide*.. n II 

Thiamine hydrochloride. II II 

Passion flower extract „.... M ......... n 

Niacinamide.________ II 


Ingredient Stimulant 


Caffeine.......... I 

Ammonium chloride n 

Ginseng. II 

Vitamin E. II 


'These ingredients have not been marketed previ¬ 
ously as OTC nighttime sleep-aids. Therefore, ac¬ 
cording to 21 CFR 330.13 (41 FR 32580. August 4. 
1976), marketing of these ingredients as OTC night¬ 
time sleep-aids is prohibited prior to determination 
by the Commissioner that they are generally recog¬ 
nized as safe and effective, or a new drug applica¬ 
tion for the product has been approved. 

* Ingredients have not been submitted as daytime 
sedatives and would not be appropriate for such 
use. 

•Referred to OTC Internal Analgesics Panel for 
evaluation of analgesic claims. 

♦Referred to OTC Miscellaneous Internal Drug 
Products Panel for evaluation of diuretic claim. 


Ingredient 

Night¬ 

time 

sleep- 

aid 

Day¬ 

time 

seda- 

Uve 

Combinations containing 2 anti¬ 
histamines..........._... 

II 

II 

Combinations containing more 
than 2 antihistamines.. 

H 

H 

Combinations containing bro¬ 
mides. 

n 

II 

Combinations containing scopola- 

mincs.— 

H 

n 

Combinations containing analge¬ 
sics . 

III 

n 

Combinations containing thia¬ 
mine hydrochloride, passion 
flower, or vitamins. 

n 

ii 


Stimulant 

Combinations containing diuretics.. 


n 

Combinations containing ginseng... 

.. 

n 

Combinations containing vitamin E... 

H 


II. The Commissioner’s Conclusions 
on Nighttime Sleep-Aids 

A. GENERAL DISCUSSION 

Sleep is generally defined as a regu¬ 
larly recurrent, easily reversible be¬ 
havioral state characterized by rela¬ 
tive quiescence and a greatly increased 
threshold of response to stimulation 
from the environment. In recent years 
it has been shown that a series of well- 
defined changes in brain wave pat¬ 
terns and other physiological changes 
regularly accompany behavioral sleep. 
These polygraphically recorded pat¬ 
terns are now useful in determining 
exact time of sleep onset and minute- 
by-minute changes in sleep stages. It 
appears justifiable at this point to add 
to the above behavioral definition of 
sleep that normal sleep must be ac¬ 
companied by the usual well-deter¬ 
mined sequence of polygraphic pat¬ 
terns. 

The Commissioner concludes that 
experiencing occasional sleep prob¬ 
lems is a valid indication for OTC 
medication. Sleep problems amenable 
to help by OTC products would fall 
into two broad categories: (1) Occa¬ 
sional difficulty in falling asleep (an 
increase in sleep latency), and (2) occa¬ 
sional difficulty in remaining asleep 
(an increase in number of awakenings, 
total time awake after sleep onset, or 
early morning awakening). Normal 
sleep patterns vary considerably and a 
person should take OTC medication 
only when his pattern deviates widely 
from his usual pattern. 


Patients with severe or chronic in¬ 
somnia are not candidates for self- 
medication; they should consult their 
physicians. Severe insomnia can be de¬ 
fined as sleep difficulty serious 
enough to interfere regularly with a 
person’s normal waking activities. 
Chronic insomnia is sleep difficulty oc¬ 
curring every night or almost every 
night for at least several weeks. 

An OTC nighttime sleep-aid, then, is 
a substance which helps an individual 
fall asleep or is used for the relief of 
occasional sleeplessness. Possible uses 
for such products, if demonstrated by 
adequate testing, would be to reduce 
time taken to fall asleep, number of 
awakenings, or early morning awaken¬ 
ing or any combination of the above 
circumstances if these circumstances 
(delayed sleep, frequent awakenings, 
light sleep, or reduced duration of 
sleep) interfere with the normal sleep 
pattern of the individual. 

B. SAFETY AND EFFECTIVENESS 

The Commissioner concludes that 
the following criteria apply to estab¬ 
lish the safety and effectiveness of 
nighttime sleep-aids. 

The active ingredient must be safe in 
the doses suggested on the labeling. 
The demonstration of safety should be 
based on current criteria used to 
evaluate centrally acting drugs. This 
includes the guidelines for testing the 
safety of nighttime sleep-aids. (See 
part II, paragraph D, below—Data Re¬ 
quired for OTC Nighttime Sleep-Aid 
Ingredient Evaluation.) The general 
guidelines used in the introduction of 
drugs for prescription use should also 
be followed in assessing safety. Drugs 
that are suspected of causing muta¬ 
tions and/or cancer should not be au¬ 
thorized for OTC use. 

Because these drugs are intended for 
nighttime use, their action should not 
persist into the daytime hours, or 
beyond the Intended period of sleep, 
so that no interference with normal 
motor or sensory performance is en¬ 
countered during the waking state. 

The drug should be effective with¬ 
out causing undue disturbance in the 
period after sleep, such as depressed 
motor or sensory activity, including re¬ 
duced ability to perform simple motor 
tasks. The drug should not interfere in 
an unusual manner or to an unusual 
degree with physiological EEG pat¬ 
terns characteristic of normal sleep. 
There should be a low potential for al¬ 
lergic manifestations and for idiosyn¬ 
cratic responses to the drug. The 
margin between an effective and a 
toxic dose should be large, and the de¬ 
sired effect should be produced ordi¬ 
narily with a single dose; occasionally 
a repeated dose may be needed. The 
drug should not be habit-forming or 
addicting. There should be no serious 
toxicity that would result from ill-ad¬ 
vised or inadvertent chronic use of the 
drug. 
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Determination of effectiveness of an 
OTC nighttime sleep-aid can be made 
to some extent by subjective reports 
from patients or subjects, and by 
nurses* observations, but are made 
more accurately by all-night sleep lab¬ 
oratory recordings. Preferably, several 
methods should be used, such as all- 
night sleep recordings in a small 
number of subjects combined with 
subjective reports in a large number of 
subjects, to make certain that a poten¬ 
tial sleep-aid does improve sleep as 
verified both by objective criteria and 
by reports of improved sleep by the 
subjects themselves. The Commission¬ 
er has included later in this document 
guidelines for evaluating the effective¬ 
ness of a nighttime sleep-aid. (See part 
II, paragraph D, below—Data Re¬ 
quired for OTC Nighttime Sleep-Aid 
Ingredient Evaluation.) 

In accordance with current practice, 
the packaging of such drugs should be 
designed to protect small children. 
The Panel recommended that the 
quantity of the drug available in an 
OTC nighttime sleep-aid product con¬ 
tainer be limited to prevent accidental 
ingestion of a lethal dose. The Com¬ 
missioner has no authority to limit 
package size, but will refer the Panel's 
recommendations to the Consumer 
Product Safety Commission. He urges 
industry to comply voluntarily with 
the Panel's recommendation and notes 
that the problem of accidental poison¬ 
ings in children led to the adoption of 
a similar voluntary package size re¬ 
striction for children’s aspirin (32 FR 
3440). 

The Commissioner is concerned that 
OTC nighttime sleep-aid may also be 
involved in some accidental poison¬ 
ings. He therefore urges industry to 
voluntarily limit package size to a sub- 
lethal dose, but in any event to no 
more than 2 week’s supply. 

LABELING 

The Commissioner has included dis¬ 
cussions on labeling elsewhere in this 
document. (See part H. paragraph C.l. 
below—Category I Labeling, para¬ 
graph C.2. below—Category II Label¬ 
ing, and paragraph C.3. below—Cate¬ 
gory HI Labeling.) 

C. CATEGORIZATION OP DATA 

1. Category I conditions under which 
OTC nighttime sleep-aids are generally 
recognized as safe and effective and 
are not misbranded. 

Category I Active Ingredients 

The Commissioner concludes that 
none of the submitted active ingredi¬ 
ents can be generally recognized as 
safe and effective and not misbranded 
as OTC nightime sleep-aids. 

Category I Labeling 

The Commissioner has reviewed the 
Panel report and has concluded that 


the following changes in Category I la¬ 
beling should be made based on sub¬ 
mitted comments and additional data. 
The general drug interaction warning 
has been deleted in favor of specific 
warnings where applicable. (See com¬ 
ment 14.) The contraindication of 
antihistamines in pregnancy and lacta¬ 
tion has been deleted as being without 
scientific basis. (See comment 48.) The 
recommended general warning “Cau¬ 
tion: This product contains an antihis¬ 
tamine drug” has been deleted as 
having no meaning to the consumer. 
(See comment 53.) The first sentence 
of the adults only warning has been 
deleted since it is redundant; the 
second sentence is more definitive. 
(See comment 47.) The word “condi¬ 
tion” has been changed to “sleepless¬ 
ness” in the 2-week use limitation 
warning for the sake of clarity. (See 
comment 49.) The Commissioner con¬ 
cludes that a warning should be added 
contraindicating the use of antihista¬ 
mines in persons who have glaucoma, 
asthma, or enlarged prostate. (See 
comment 55.) 

The Commissioner concludes that 
the following labeling shall be Catego¬ 
ry I for nighttime sleep-aid active in¬ 
gredients generally recognized as safe 
and effective and not misbranded: 

a. Indications. (1) “Helps fall 
asleep”. 

(2) “For relief of occasional sleep¬ 
lessness”. 

(3) “Helps to reduce difficulty in 
falling asleep.” 

b. Warning. (1) “Do not give to chil¬ 
dren under 12 years of age”. The Com¬ 
missioner concludes that since all of 
the studies reviewed by the Panel 
dealt with adults, not enough data are 
available on these drugs for use in 
children. Also, there are insufficient 
data on how children will react, espe¬ 
cially in light of the fact that many 
children have an opposite reaction to 
that of adults. For example, it is possi¬ 
ble that children may be more easily 
stimulated rather than sedated with 
antihistamines used as nighttime 
sleep-aids (Ref. 1). 

(2) “If sleeplessness persists continu¬ 
ously for more than 2 weeks, consult 
your physician. Insomnia may be a 
symptom of serious underlying medi¬ 
cal illness”. The Commissioner is con¬ 
cerned that consumers should be in¬ 
formed of the limitation of usefulness 
of OTC nighttime sleep-aid drugs. 
This class of drugs is intended for 
short-term occasional sleeplessness ex¬ 
perienced by basically healthy individ¬ 
uals. Continuous use of an OTC night¬ 
time sleep-aid for more than 2 weeks 
may be indicative of a serious underly¬ 
ing physical, emotional or psychologi¬ 
cal disturbance requiring professional 
medical attention. 

(3) For products containing an anti¬ 
histamine: (!) “Take this product with 
caution if alcohol is being consumed”. 


The Commissioner concludes that the 
depressant effects of anithistamines 
and alcohol are addictive and could 
create a greater soporific effect than is 
desirable. 

(ii) “Do not take this product if you 
have asthma, glaucoma or enlarge¬ 
ment of the prostate gland except 
under the advice and supervision of a 
physician”. This warning should be in 
type at least twice as large as all other 
warnings on the package. The Adviso¬ 
ry Review Panel on OTC Cold, Cough, 
Allergy, Bronchodilator. and Antiasth¬ 
matic Drug Products (September 9. 
1976), recommended the inclusion of 
this warning for antihistamines be¬ 
cause of the atropine-like effects asso¬ 
ciated with this class of drugs. While 
the Advisory Review Panel on OTC 
Nighttime Sleep-Aid, Daytime Seda¬ 
tive and Stimulant Drug Products did 
not recommend such a warning, the 
Commissioner concludes that this 
same warning should apply to anithis¬ 
tamines when used as nighttime sleep- 
aids. This atropine-like or anticholin¬ 
ergic effect could be hazardous in pa¬ 
tients with glaucoma and could lead to 
difficulty in urination in’those individ¬ 
uals with an enlarged prostate. In 
asthma, the antihistamines may cause 
drying of the bronchial secretions, 
making expectoration of the secre¬ 
tions more difficult and thereby in¬ 
creasing obstruction of the airway. 

Reference 

<1) Sharpless, S. K.. “Hypnotics and Seda¬ 
tives," in “The Pharmacological Basis of 
Therapeutics,” 4th Ed., Edited by Goodman, 
L. S. and A Gilman. The MacMillan Co.. 
New York, p. 132, 1970. 

2. Category II conditions under 
which OTC nighttime sleep-aids are 
not generally recognized as safe and ef¬ 
fective or are misbranded. 

Category II Active Ingredients 

The Commissioner concludes that 
the following OTC nighttime sleep-aid 
active ingredients cannot be generally 
recognized as safe and effective or are 
misbranded: 

Bromides: Ammonium bromide, potassium 
bromide, and sodium bromide. 

Methapyrilene hydrochloride and metha- 
pyrilene fumarate. 

Scopolamine compounds: Scopolamine 
aminoxide hydrobroraide and scopolamine 
hydrobromide. 

Miscellaneous compounds: Acetamino¬ 
phen, aspirin, passion flower extract, salicy- 
1 amides, and thiamine hydrochloride. 

a. Bromides ( ammonium, potassium, 
sodium ). The Commissioner concludes 
that ammonium bromide, potassium 
bromide and sodium bromide are not 
safe in therapeutic dosage levels as 
OTC nighttime sleep-aids because of 
toxicity and possible teratogenic ef¬ 
fects. The Commissioner further con¬ 
cludes that at the dosage levels pres¬ 
ently marketed these ingredients are 
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not effective as OTC nighttime sleep- 
aids. Ammonium, potassium, and 
sodium bromides are similar in their 
pharmacological action and will be dis¬ 
cussed as a group. 

Bromine was discovered by Balard in 
1826 and introduced into medicine in 
the salt form in the treatment of epi¬ 
lepsy in 1843 by Laycock. Its applica¬ 
tion as a hypnotic by Behrend dates 
back to 1864 (Ref. 1). The toxicity of 
bromides was noted in the 19th cen¬ 
tury. Wuth in 1927 reemphasized the 
toxicity of bromides which had been 
ignored for almost 100 years (Ref. 2). 
The barbiturates replaced bromides in 
the treatment of epilepsy, and bro¬ 
mides came to be used mainly as hyp¬ 
notics and sedatives in the early 20th 
century. 

By the late 1920's, bromides were 
widely prescribed and sold OTC as se¬ 
datives and hypnotics. Modem case re¬ 
ports about bromide toxicity recall 
their widespread use and importance 
before barbiturates, and the so-called 
“minor tranquilizers* 1 * such as mepro¬ 
bamate replaced them to a very large 
extent in the 1950’s (Ref. 3). With the 
availability of more prescription drugs, 
the use of bromides shifted primarily 
to OTC use, although cases of poison¬ 
ing still result from prescribed drugs. 
The OTC preparations have become 
the largest source of bromide use 
today in medicine. They are seldom 
recommended by physicians although 
toxic effects have resulted from pre¬ 
scriptions containing bromides within 
the past 10 years (Ref. 4). 

Bromide, the negatively charged 
ionic form of bromine, is the drug we 
are concerned with In this discussion. 
Its close chemical relation to the chlo¬ 
ride ion should be noted. Both chlo¬ 
rine and bromine are chemical ele¬ 
ments included in a group known as 
the halogens. Special analytical meth¬ 
ods are needed to detect bromide ion 
in the presence of chloride ion in bio¬ 
logical fluids (Refs. 5 through 11). 
Bromides are ordinarily given by 
mouth and are efficiently absorbed. At 
high doses, subjects complain about 
gastrointestinal irritation, even when 
the drugs are given after meals, and 
some physicians in the past recom¬ 
mended that the bromides be given 
daily in three divided doses (Ref. 12). 
Divided doses cut down the intensity 
of gastrointestinal irritation, but serve 
no other purpose. A daily dose, if it 
could be tolerated without gastrointes¬ 
tinal irritation, would maintain thera¬ 
peutic levels of bromide in the body. 
Absorption of a single oral dose is 
complete in 2 to 3 hours according to a 
study with radioactive bromide (**Br) 
(Ref. 13). Peak plasma, levels are 
reached about 30 to 45 minutes after a 
single oral dose (Ref. 14). 

Distribution of bromide is the same 
as distribution of chloride, except for 
certain relatively minor differences. 


Like chloride, bromide distributes 
through the extracellular space, which 
is approximately 21 percent of total 
body weight. For a 150-lb (70 kg) man. 
the chloride or bromide extracellular 
space is approximately 15 liters. This 
space includes interstitial fluid and 
blood plasma. Large amounts of bro¬ 
mide appear In the salivary glands and 
also in gastric juice, where hydrogen 
bromide is formed. Bromide secretion 
by the gastric mucosa is analogous to 
that of chloride. Formation of hydro¬ 
gen bromide contributes to the gastric 
discomfort experienced by chronic 
users of bromides. Like chloride, bro¬ 
mide enters the red blood cells in ap¬ 
preciable amounts. Monovalent inor¬ 
ganic anions like chloride or bromide 
are not bound to any considerable 
extent to plasma protein, so that 
plasma determinations of these two 
ions refer to free halogen. 

The total halogen concentration in 
the extracellular space, as measured in 
the plasma, is predominately chloride 
and is normally about 99 to 105 millie- 
quivalents per liter (mEq/L). In cases 
of poisoning by bromide, the chloride 
concentration may appear to go up. 
and this may be a clue to bromide poi¬ 
soning. Usually bromide simply re¬ 
places part of the chloride, and stand¬ 
ard laboratory tests report both ions 
as chloride. 

Bromide does not penetrate cells in 
the brain to a greater extent than 
chloride, nor has there been found any 
qualitatively different distribution in 
brain tissue. It is assumed that bro¬ 
mide acts directly on the central ner¬ 
vous system (CNS), but not much in¬ 
formation is available about the mech¬ 
anism of its action. This is due, in 
large part, to the fact that bromides 
have been less widely used in the 
modern era in which more sophisticat¬ 
ed ways of monitoring central nervous 
system function have been introduced. 

At least 80 percent of the elimina¬ 
tion of bromide proceeds via the 
kidney. Both chloride and bromide 
ions are cleared from the kidney by 
simply filtration, and then each is par¬ 
tially reabsorbed by the tubules of the 
kidney. The renal clearance of bro¬ 
mide is slightly less than that for chlo¬ 
ride because the bromide ion is reab¬ 
sorbed from the renal tubules some¬ 
what more efficiently than chloride 
(Ref. 16). If chloride intake is kept 
constant and enough bromide is given, 
it is possible to reach high steady state 
levels of bromide. If bromide intake is 
maintained constant and chloride 
intake is reduced, there will be a more 
rapid increase in the body concentra¬ 
tion of bromide. The half-time for 
elimination of bromide from the body 
is about 12 days, on the average, for 
persons with normal kidney function 
assuming that sodium chloride intake 
remains constant (Ref. 13). 

The maintenance dose of bromide, 
about 0.9 g per day, If taken from the 


start of dosing, would produce no ill 
effects, because almost 6 weeks would 
elapse before effective concentrations 
would be attained in the body fluids. 
This rate of accumulation is much too 
slow, since no one taking the drug on 
his own volition would wait that long 
for symptomatic relief; thus, large 
doses have to be taken initially to pro¬ 
duce an effect rapidly. If dosage con¬ 
tinues at the same high initial rate, cu¬ 
mulative poisoning would soon occur. 
At a moderate dose of 1 g 3 times a 
day. the minimal effective blood con¬ 
centration of 50 mg/100 ml is only at¬ 
tained after a week. After 3 weeks of 
continuous administration at the same 
rate, the blood level rises to 110 mg/ 
100 ml, a blood concentration likley to 
produce toxic effects such as rashes, 
mental disturbances consisting of im¬ 
paired thought and memory, dizziness 
and irritability (Ref. 17). 

The body content of bromide may 
increase to a toxic level if the dosage is 
greater than the required mainte¬ 
nance dose and/or the renal elimina¬ 
tion is below the expected level. At a 
steady rate, where intake equals 
output, the blood level will be just 
below the toxic range. If the rate of 
elimination were reduced, not unusual 
in older persons, the new steady state 
blood level of bromide would be a 
toxic concentration. 

The blood serum concentration asso¬ 
ciated with toxicity is usually reported 
as 150 mg bromide per 100 ml or 
above. But cases of toxicity have oc¬ 
curred with serum levels of 50 mg/100 
ml, and some patients have tolerated 
blood levels higher than 150 mg (Ref. 
18). 

To use these drugs chronically with¬ 
out monitoring the patient's chloride 
balance and blood serum bromide is 
not safe medical practice since small 
changes in chloride intake or small 
changes in kidney function can lead to 
severe poisoning. 

In 1927 Wuth (Ref. 2) stated, 
“Taking into account the interaction 
of bromides and chlorides, it is evident 
that if these individual variations of 
chloride intake are not considered it is 
merely a matter of luck whether bro¬ 
mide treatment is successful or not, or 
whether it does or does not lead to in¬ 
toxication." 

Depression of the central nervous 
system occurs with therapeutic 
amounts of bromides. With low doses 
an individual becomes drowsy. Larger 
doses produce impairment of central 
function causing difficult speech, diffi¬ 
culty in thinking, and impaired 
memory. 

There has been considerable argu¬ 
ment about the effects of bromides on 
motor preference, but very little re¬ 
search has been done. In a “semi- 
blind" study by Uhr and collaborators 
(Ref. 19), several tests of motor coordi¬ 
nation, including simulated auto- 
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mobile driving, tests of memory, and 
behavioral profiles, were studied com¬ 
paring a placebo, meprobamate and 
bromide. One group was not told what 
they were ingesting and the other 
group receiving different amounts of 
bromide were told that they were all 
ingesting the same amount. This is a 
bizarre design. In the doses used, 5 to 
8 g of bromide per day, there were no 
major deficits in performance pro¬ 
duced by the bromides. 

Jellinek and his associates (Ref. 18) 
inquired about the effects of bromides 
on human subjects as one increased 
the blood levels from sedative to 
mildly toxic ranges. The study was de¬ 
signed so that bromide levels of about 
100 to 200 mg/100 ml of serum would 
be achieved and monitored in normal 
and psychotic subjects. Physical and 
psychological examinations were car¬ 
ried out during the course of the 
study. By giving daily doses of 50 mg 
of sodium bromide per kg body weight 
to all subjects, 78 normal subjects at¬ 
tained a mean serum bromide level of 
148 mg/100 ml (range 120 to 200). 
However, a mean of 134 mg (range 98 
to 186) was attained in 20 psychotic 
subjects. 

In the normal subjects only sedative 
effects were noted. “Sounder and in¬ 
creased sleep” and some loss of con¬ 
centration were noted. Skin rashes 
w'ere seen in 2 of the 78 subjects. Some 
moderate tremors of the tongue, 
slightly increased patellar reflexes, 
and subjective feelings of “unsteadi¬ 
ness” were noted. Psychological tests 
showed that (6 subjects) had reduced 
ability to concentrate. Sixteen sub¬ 
jects volunteered the information that 
they had developed a sexual indiffer¬ 
ence. Of the 20 psychotic patients 
with blood levels comparable to those 
for normal subjects, 2 showed sluggish 
or fixed pupillary reactions to light. 
Except for these, there was “generally 
a picture of sedation and even of some 
therapeutic effect.” 

In the same study (Ref. 18), in a 
second group of 28 psychotic patients, 
doses of 75 to 100 mg/kg body weight 
of sodium bromide were given daily. A 
mean blood serum level of bromide of 
228 mg/100 ml was obtained (range) 
175 mg to 310 mg). Sixteen subjects 
were dropped from the study after the 
fifth week because of various toxic 
signs. These signs included positive 
Romberg test (six subjects), bromo- 
derma (two or possibly three), un¬ 
steadiness and/or dizziness in four, 
sleepiness or similar symptoms in 
eight, and a few miscellaneous toxici- 
ties. “An exacerbation of psychotic 
symptoms was not prominent” in this 
whole group of 28 subjects. 

The Commissioner notes that the 
conclusion reached by the authors is 
that bromide therapy does not uncov¬ 
er psychotic behavior, but that psy¬ 
chotic patients generally show the 


same kinds of symptoms reported for 
normal subjects who are intoxicated. 
It is suggested by the authors that at 
blood levels below 200 mg bromide/100 
ml of serum an additional factor is at 
work in cases where “bromism” or 
“bromide psychosis” has been report¬ 
ed. 

Various types of skin rashes are seen 
in cases of bromide toxicity. The diag¬ 
nosis is often missed because the possi¬ 
bility of bromide ingestion is not con¬ 
sidered by the physician (Refs. 20 and 
21). Because these reactions occur in 
only 1 to 10 percent of subjects taking 
bromides, it is likely that they repre¬ 
sent an allergic reaction to the drug. 

A single oral dose of bromide is not 
effective, because it takes a few days 
to achieve a thereapeutic concentra¬ 
tion in the extracellular fluid. This 
means that the sedative activity will 
be persistent and not transitory, as is 
intended when a hypnotic (sleep in¬ 
ducer) is used to induce sleep. Because 
bromides cannot induce sleep prompt¬ 
ly after a single dose and must be used 
for several days and because these in¬ 
gredients then have a continued phar¬ 
macological action, the Commissioner 
concludes that bromides should not be 
indicated as OTC sleep-aids. Sleep is 
not induced, says Sollman (Ref. 1), but 
is made possible by the calming action: 

. the bromides tend to produce a 
mental calm, aloofness progressing to 
lassitude. These predispose to sleep 
which can be resisted.” 

The Commissioner notes that con¬ 
traindications to bromide therapy 
have been listed repeatedly (Ref. 22). 
These include: (1) Anorexia: Vomiting 
and diarrhea induced by taking of bro¬ 
mides can easily deplete the body’s 
chloride content, thus making chronic 
bromide intoxication more easily pro¬ 
duced, (2) Alcoholism: Bromides en¬ 
hance and prolong symptoms of hang¬ 
over and intoxication. (3) Congestive 
heart failure: Usually patients with 
cardiac failure are on a restricted salt 
diet, so that intoxication with bro¬ 
mides will occur more readily than in 
normal dubjects, and (4) Kidney dis¬ 
ease: Excretion of bromides is likely to 
be reduced more than in the normal 
individual and toxicity is to be antici¬ 
pated. 

Depression of the entire central ner¬ 
vous system is the usual pharmacologi¬ 
cal effect, except that the medulla is 
not depressed until very high drug 
concentrations are achieved. Psychic 
functions are depressed and spinal re¬ 
flexes are diminished. Muscle tone is 
lowered. Large doses lessen arterial 
tension, lower body temperature, de¬ 
press sexual drive, and cause somno¬ 
lence. loss of coordination and slug¬ 
gish reflexes. Psychic phenomena may 
include hallucinations of auditory or 
visual type, depression, or maniacal 
excitation. The neurological examina¬ 
tion usually, but not always, shows a 


symmetrical distribution of altered 
function. This is useful in distinguish¬ 
ing between a central lqsion and in¬ 
toxication. 

There has been discussion in the lit¬ 
erature about the distinction between 
true schizophrenia and the apparent 
schizophrenia exhibited by some pa¬ 
tients with bromide intoxication. 
Clearing up of the symptoms and their 
nonrecurrence as the intoxication dis¬ 
appears are useful indices. Some au¬ 
thors, for example. Levin (Ref. 23), 
claim that they can distinguish the 
two types of patient by the content of 
their hallucinations. 

Neurological symptoms are common¬ 
ly observed in cases of poisonings. 
Weakness was most common in one 
study of 27 cases (Ref. 24). It can in¬ 
volve a single extremity and thus 
mimic a central nervous system tumor 
or cerebrovascular accident. Sleepiness 
and stupor were also common. The 
state of consciousness was depressed in 
14 of the patients, varying from 
drowsiness to coma. Thirteen patients 
were incontinent. Twenty has abnor¬ 
mal reflexes. Ataxia with the appear¬ 
ance of intoxication was the most 
common cerebellar sign: coarse tremor 
of the hands or tongue was seen in 
seven patients. Slurred speech was 
also common. Psychic manifestations 
included extreme excitement (12 
cases), emotional instability, confu¬ 
sion, disorientation, and incooperative- 
ness. In 12 cases, the average bromide 
concentration was 239 mg/100 ml of 
blood serum. Most of these patients 
had bronchopneumonia and/or uri¬ 
nary tract infection. The two deaths 
were due to pneumonia, a frequent 
cause of death in comatose patients. 

“Ocular bobbing” is an intermittent 
conjugate downward deviation of the 
eyes in the absence of any reflex later¬ 
al eye movements. It is ordinarily 
caused by destruction of part of the 
brain. The sign is also seen in cases of 
bromism where there is a lateral devi¬ 
ation of the eyes as well as the down¬ 
ward movement. 

Animal studies have pointed to the 
possibility that bromides may be tera¬ 
togenic (cause abnormalities in the de¬ 
veloping fetus) (Ref. 26). In studies 
carried out on animals with chronic 
bromide intake such that the concen¬ 
tration in the body was about as great 
as in human subjects on therapeutic 
doses, there appeared to be mental re¬ 
tardation as evidenced by reduced 
learning ability in offspring (Ref. 27). 
In this case, the bromide was given to 
pregnant rats from the 4th to 12th 
day of gestation at a total dosage of 
192 mg of bromide per kg. 

A woman who had previously had 
two normal children delivered two 
boys, 1.5 years apart, while taking bro¬ 
mides. Both boys showed growth re¬ 
tardation and reduced head size. One 
was described as a “true microcepha- 
lic” (Ref. 28). 
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It is clear that bromides cross the 
placenta readily. Cases of bromide in¬ 
toxication have occurred in newborns. 
A girl bom after 40 weeks of gestation 
weighed only 2,020 g (4.45 lb), was irri¬ 
table and difficult to feed in the post¬ 
natal period and developed slowly 
(Ref. 29). At age 2.5 years, she showed 
retarded mental and motor develop¬ 
ment and was below the 10th percen¬ 
tile in height, weight, and skull cir¬ 
cumference. The mother had taken 
large amounts of a bromide-containing 
preparation all through gestation to 
relieve headaches. 

A 7-day-old girl entered a children’s 
hospital with lethargy, poor sucking 
reflex and a blood serum bromide level 
of 365 mg/10 ml (Ref. 30). The 
mother, a nurse, took 1 quart of an 
OTC bromide preparation the day 
before delivery and had apparently 
taken lesser amounts during her 39- 
week pregnancy. On the 6th post 
partum day, the mother was found to 
have a serum bromide of 320 mg/100 
ml. Both mother and infant recovered 
in this case, even though the blood 
levels were quite high. 

A case of bromism with skin rash 
present was detected in a premature 
male infant (Ref. 26). Ten days after 
delivery, skin lesions began to appear 
and penicillin treatment was started. 
The penicillin did not affect the rash, 
and it was suggested that the mother’s 
milk be tested for bromide. The milk 
contained 120 mg bromide per 100 ml. 
The child was cured by substituting 
cow’s milk. 

There are numerous case reports of 
bromide poisoning in infants (Ref. 31). 

In summary, the Commissioner con¬ 
cludes that because the mode of action 
of the bromides involves displacement 
of chloride, a normal body constituent, 
and because this displacement takes 
many days to occur after ingestion of 
many of the “recommended*' doses, 
the bromides cannot be considered for 
the use of occasional symptoms of 
sleeplessness. The mode of action in¬ 
volves a disturbance in the body’s salt 
balance which requires the therapeu¬ 
tic level of the drug to be very close to 
the toxic level. In addition, bromides 
readily cross the placental barrier 
which might result in teratogenic ef¬ 
fects such as mental retardation of the 
offspring. The Commissioner con¬ 
cludes that there is no indication for 
which bromides should be available on 
the OTC market. The risks involved in 
the uncontrolled use of bromides as 
nighttime sleep-aids are too great to 
permit general availability in the OTC 
market (Refs. 32 through 37). 
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B. METHAPYRILENE FUMARATE AND 
METHAPYRILENE HYDROCHLORIDE 

As noted in the preamble to this doc¬ 
ument, the Commissioner is aware 
that recent studies have implicated 
methapyrilene as a potential carcino¬ 
gen or carcinogen synergist with ni¬ 
trites in rats. Based on his review of 
these studies and other available data, 
the Commissioner has concluded that 
methapyrilene cannot be generally 
recognized as safe and is therefore 
classified in Category II. The data are 
not sufficiently definitive, however, to 
support a firm conclusion that metha¬ 
pyrilene is itself a carcinogen and 
must be removed immediately from all 
products in the OTC market. Should 
such data be developed, the Commis¬ 
sioner will consider what further 
action is appropriate. 

The information on which the Com¬ 
missioner’s conclusion is based is as 
follows: 

One investigator has reported on a 
series of experiments on the combined 
administration of several test chemi¬ 
cals with sodium nitrite to rats. The 
chemicals selected for study were ter¬ 
tiary amines for which he had evi¬ 
dence of nitrosamine formation under 
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defined test tube or in vitro condi¬ 
tions. The particular nitrosamines pro¬ 
duced in a number of these reactions 
are the potent carcinogens, dimethyl- 
nitrosamine (DMN) and diethylnitro- 
samine (DEN). 

With the combined administration 
of methapyrilene and sodium nitrite 
to rats for 90 weeks, the investigator 
observed a 30 percent incidence of 
liver cancer and concluded that this 
effect resulted from the in vivo forma¬ 
tion of DMN. (Refs. 1 and 2). 

The Commissioner has reviewed the 
toxicity studies in NDA’s in the agen¬ 
cy’s files, as well as the nitrosation po¬ 
tential of methapyrilene and the car¬ 
cinogenicity of DMN. Based on this 
review, it appears that methapyrilene 
itself rather than DMN may be pri¬ 
marily responsible for the response re¬ 
ported by Dr. Lijinsky. This opinion is 
based on the following considerations: 

(1) Nitrosation potential of metha¬ 
pyrilene and other tertiary amines. 

(2) Estimated total dosages of DMN 
based on in vitro reaction results vs 
dosages of DMN producing a carcino¬ 
genic response. 

(3) Disparity in tumorigenic re¬ 
sponse of a number of tertiary amines 
vs. methapyrilene, as reported in Li- 
jinsky’s papers. 

(4) Liver pathology and tumor types 
reported for test chemical-nitrite stud¬ 
ies yielding DMN as the nitrosation 
product and for DMN itself. 

(1) Nitrosation potential of metha¬ 
pyrilene and other tertiary amines. N- 
nitroso compounds are produced by 
the aricL-catalyzed reaction of nitrite 
with certain nitrogen compounds, e.g., 
secondary or tertiary amines, alkylur- 
eas, and amino acids. For nitrosation 
to occur, nitrite is usually first con¬ 
verted to nitrous acid, and then to an 
active nitrosating species, e.g., nitrous 
anhydride, nitrosyl halide, or nitrous 
acidium ion. The amount of nitroso- 
compound produced will depend partly 
on the nitrosation kinetics. 

The kinetic equations and rate con¬ 
stants for nitrosation of amines are 
based on experiments performed at 25° 
C. From the tabulation of these data 
the generalization has been derived 
that the ease of nitrosation increases 
as the basicity of the amine decreases. 
From information developed to date, 
which includes the rate constants for 
14 secondary amines, one tertiary 
amine and 13 amides, it has been con¬ 
cluded that compounds that do not 
yield N-nitroso derivatives under the 
conditions used in the development of 
these rate constants would probably 
not be nitrosated in vivo. 

The rate of reaction for some terti¬ 
ary amines has been estimated, from 
which it has been postulated that in 
vivo nitrosation of simple tertiary 
amines probably will not prove impor¬ 
tant biologically. When trementhyla- 
mine and triethylamine, 1.0 molar (M) 
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each, were reacted with 50 millimolar 
(mM) nitrite at pH 3.4, 25° C for 4 hr, 
the yield of DMN and DEN was 0.1 to 
0.2 micromolar (uM). This nitrosation 
rate was estimated to be 10,000 times 
slower than that for dimethylamine. 
Also, N-methylpiperidine was nitrosat¬ 
ed at least 10,000 times slower than 
the secondary amine piperidine. 

In a review article discussing the for¬ 
mation of N-nitroso compounds, Mir- 
vish points out that studies on 12 terti¬ 
ary amine drugs produce yields of 
volatile nitrosamines of less than 1 
percent except for tolazamide, oxyte- 
tracycline, and aminopyrine under de¬ 
fined conditions (e.g., 37° C. pH 3.4, 4 
hrs). To achieve comparable yields for 
most of ,the tertiary amines, it was 
necessary to employ extreme condi¬ 
tions (heating at 90* C for several 
hours with high nitrite concentration). 

Table 1 below shows the in vitro ni- 
trosamine yields for some of the com¬ 
pounds reported in the Lijinsky study. 
The most easily nitrosated compounds 
are aminopyrine, dimethylphenylurea 
and oxytetracycline. The yields for 
methapyrilene, chlorpromazine and 
lucanthone indicate that these com¬ 
pounds are poor nitrosators. It is con¬ 
cluded that the latter three com¬ 
pounds would probably not be nitro¬ 
sated to DMN to any marked degree in 
vivo. 

The in vivo nitrosation rate would be 
dependent upon the concentrations of 
both the amine and nitrite, the rate of 
absorption of nitrite, the conversion of 
available nitrite to nitrous acid, and 
other stomach contents such as inhibi¬ 
tors and catalysts. The yields of DMN 
from methapyrilene at 37° C in vitro 
have been determined to be: 

150 mM NaNO, + 30 mM amine-* 9>ig/ml: 

0.7 percent 

40 mM NaNO, + 10 mM amine-* 0.6^g/ml; 

0.08 percent 

In the study included in the Lijinsky 
paper the concentrations of nitrite 
and methapyrilene in the drinking 
water were: 

30 mM NaNO, + 4 mM amine 

The yield probably would be consid¬ 
erably lower than those above. In the 
in vivo situation, the availability of ni¬ 
trite would be reduced to a significant 
extent. It has been shown that residu¬ 
al nitrite in rats 10 minutes after intu¬ 
bation was 12 percent in an empty 
stomach and 30 percent when nitrite 
was intubated after feeding. By 20 
minutes, the residual nitrite values 
were 0 percent and 4.4 percent, respec¬ 
tively. 

In vitro-in vivo nitrosation relation¬ 
ships may be inferred from several 
studies in the literature. Dimethyla¬ 
mine, trimethylamine, and trimethyla- 
mine oxide are more readily nitrosated 
than methapyrilene. Both di- and tri¬ 
methylamine have been shown to 
yield nitroso derivatives at 25° C. At 
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temperatures above 25° C, the nitrosa¬ 
tion potential of trimethlyamine oxide 
is equal to or greater than trimethyla¬ 
mine, depending upon the amine-to-ni- 
trite ratio. However, the results of 
studies of the amine-nitrite adminis¬ 
tration for each of these compounds 
indicate there was not sufficient in 
vivo nitrosation to induce a tumori¬ 
genic response. Chronic feeding of rats 
with trimethylamine + nitrite (each 
0.5 percent in the diet) did not induce 
tumors after 1 year (Ref. 3). Another 
study using Swiss and Strain A mice, 
in which the induction of lung adeno¬ 
mas was used to detect and estimate r 

the presumed in vivo formation of Ni¬ 
troso compounds, dimethylamine at 2 
to 7 grams per kilogram in food, did 
not show a positive response (Ref. 4). 

Also, other studies in the literature, 
reviewed by Mirvish, indicate that 
only readily nitrosatable compounds 
are sufficiently nitrosated in vivo for 
tumors to be induced (Ref. 3). No liver 
tumors were observed following the 
combined administration of trimethy¬ 
lamine oxide and nitrite for 50 weeks 
(Refs. 1 and 2). 

Conclusion : Methapyrilene would 
not be sufficiently nitrosated under 
the conditions of Lijinsky’s experi¬ 
ment to produce a positive response 
attributable to DMN. 

(2) Estimated total dosages of DMN 
based on in vitro reaction results vs 
dosages of DMN producing a carcino¬ 
genic response. Assuming an in vivo ni¬ 
trosation rate equal to the in vitro rate 
at the greater amine and nitrite con¬ 
centrations, as shown in Table 1 
below, the total nitrosamine dosage 
has been estimated for some of the 
compounds included in the Lijinsky 
study. In effect, it is an “idealized” es¬ 
timate. For methapyrilene the total 
DMN dosage administered to the rats 
in the Lijinsky study over the period 
of 90 weeks is estimated to be 16.2 mg. 

In addition to total dosage, the 
amount of each individual dose must 
be taken into account, i.e., the higher 
the individual dose, the shorter the 
animal survival time. The total dosage 
for a tumorigenic response is consider¬ 
ably lower than doses compatible with 
a good survival rate. Taylor et al., for 
example, reported a high tumorigenic 
response (18/18) at a total dosage of 
120 mg of DMN. In the Taylor study 
the 4-milligrams-per-week dosage of 
DMN is in the range of dosages pro¬ 
ducing carcinogenic effects with only 
short-term exposure and is consider¬ 
ably greater than the estimated 0.18 
mg per week of DMN that would have , I 

formed in vivo at the in vitro rate of 
nitrosation given in Table 1 (Ref. 5). 

A dose-response study by Terracini 
et al. (Ref. 6) is used for comparison in 
Table 2 below. Terracini reports that a 
diet of DMN was fed for 104 weeks and 
that the 5 ppm level gave a total 
dosage of 54 mg. It can be seen from 
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the table that at 2 ppm the tumor Inci¬ 
dence was about 3.8 percent. 

The total dosage at this level has 
been estimated as 22 mg. Thus at a 
dosage greater than the estimated 16.2 
mg of DMN given the rats in Lijinsky's 
experiment there was a tumor yield 
only one-eighth (M») that reported by 
Lijinsky. At the 5 ppm dose (54 mg) 
the total dosage is greater than three 
times that of the estimated DMN 
intake in Lijinsky’s study, but the 
tumor response is approximately one- 
third (MO. 

It is concluded that the estimated 
total DMN dosage based on in vitro ni- 
trosation rates (even at concentrations 
of methapyrilene and nitrite five times 
greater than in the Lijinsky study) 
would not be sufficient to produce a 
30-percent carcinogenic response. 

(3) Disparity in tumorigenic re¬ 
sponse of a number of tertiary amines 
vs. methapyrilene, as reported in Li¬ 
jinsky papers (Refs. 1 and 2). Based on 
the nitrosation rates in Table 1 below 
and the total nitrosamine dosage, the 
predicted biological response would be: 
aminopyrine greater than dimethyl- 
phenylurea greater than oxytetracy- 
cline greater than methapyrilene 
greater than or equal to chlorproma- 
zine. However, dimethylphenylurea, 
with a total dose greater than three 
times that of methapyrilene, produced 
a 6.9-percent liver tumor yield vs. 30 
percent for methapyrilene. Chlorpro- 
mazine produced only a 3-percent 
tumor yield, although the estimated 
total nitrosamine intake is 62 percent 
that of methapyrilene. Perhaps the 
greatest discrepancy in results was 
seen with lucanthone, a compound 
which shows an in vitro yield of nitro¬ 
samine comparable to methapyrilene. 
The nitrosamine, DEN, is also a potent 
liver carcinogen. The combined admin¬ 
istration of lucanthone and nitrite re¬ 
sulted in only 2 liver tumors (6.9 per¬ 
cent). On the other hand, lucanthone 
without nitrite showed a highly sig¬ 
nificant carcinogenic response with a 
30-percent liver tumor yield. 

Except for methapyrilene and oxyte- 
tracycline, the tumor yields are con¬ 
sistent with the results reported for 
DMN by Terracini et al. Although the 
results with oxytetracycline appear 
aberrant, i.e., low total dosage of DMN 
producing a high (16.7 percent) tumor 
yield, the in vitro yield data at greater 
concentrations of drug and nitrite 
show oxytetracycline to be a fairly 
good nitrosator. The toxicity of oxyte¬ 
tracycline itself might contribute to 
the result also, since it is known that 
oxytetracycline can cause changes in 
liver enzymes. 

Conclusion: When compared with 
biological response and nitrosation 
rates of other DMN yielding amines as 
well as with lucanthone, the 30 per¬ 
cent carcinogenic response for metha¬ 
pyrilene is too great to be attributable 
to DMN. 


(4) Liver pathology and tumor types 
reported for test chemical nitrite stud¬ 
ies yielding DMN as the nitrosation 
product and for DMN itself. The 
tumors reported for dimethylnitrosa- 
mine are those of the liver and the 
kidney. Short-term exposure of up to 4 
weeks at dosage levels ranging from 6 
mg to 42 mg DMN yielded kidney 
tumor incidences of 20 percent to 100 
percent (Ref. 6). In a chronic dose 
range study, Terracini et al. found 
that the incidence of liver tumors falls 
rapidly when the dietary concentra¬ 
tion of DMN is reduced from 50 to 5 
ppm. Although no kidney tumors were 
found in rats receiving 5 ppm DMN for 
up to 104 weeks (54 mg), eight liver 
tumors were seen, consisting of 2 sar¬ 
comas and 6 hepatocellular carcino¬ 
mas (Ref. 6). 

Taylor et al. reported that all rats 
receiving DMN developed Kupffer cell 
sarcomas of the liver (hemangi- oen- 
dotheliomas) (Ref. 5). The authors 
state: 

, The fact that DMN did not produce hepa- 
toceUular tumors is not consistent with 
commonly reported results. The difference 
in response could be due to a number of var¬ 
iables. such as strain of rat, Influence of dif¬ 
ferent diets, immediate and cumulative 
doses, and life-span after receiving DMN. 
This disparity may be due to differences in 
diagnostic interpretation of these tumors. 
Perhaps better documentation of tumors re¬ 
ported in future literature would be in 
order. Certainly, there should be some una¬ 
nimity reached on classification of these 
tumors of liver origin, especially in view of 
the many metabolic studies involving DMN. 

The hemangioendotheliomas were 
reported as similar to those produced 
in a previous experiment in rats fed 
aminopyrine or heptaraethylene- 
nimine together with nitrite. 

A second finding in Taylor’s paper 
relates to the combined administration 
of aminopyrine, sodium nitrite, and 
carbon tetrachloride to rats. Both 
Kupffer cell sarcomas and hepatocel¬ 
lular tumors were observed. Although 
rats receiving similar dosage of carbon 
tetrachloride alone did not show any 
tumors, a report in the literature 
states that hepatocellular carcinomas 
were observed in Wistar, Osborne- 
Mendel and Japanese rats following 
CCL» administration (Ref. 7). 

Taylor et al. view the DMN-CCL as 
follows: 

From our studies, It appears that the 
Kupffer cells are more responsive to the 
action of DMN than are liver cells them¬ 
selves; however, hepatocytes did respond to 
the carcinogenic stimulus in the presence of 
CCU. The inducement of mitosis in liver 
cells by CCU provides a situation not unlike 
that reported in many instances where car¬ 
cinogenesis is greatly enhanced by mitotic 
activity of target cells. Besides alteration of 
mitotic states, the effect of CCU on liver ceU 
enzymes and membranes that influence the 
metabolism of DMN is no doubt of great im¬ 
portance also in the initiation of these 
tumors. 


With methapyrilene and nitrite, Li¬ 
jinsky reports the following types of 
liver tumors: 

5 liver cholangiocarcinomas 
3 hepatocellular carcinomas 
1 liver hemangioendothelial sarcoma. 

Eight of the nine tumors are types 
that Lijinsky has never observed with 
DMN in his laboratory rats, and the 
cholangiocarcinomas have never been 
reported as a DMN-induced tumor in 
rats. In short, only one animal showed 
the tumor type that has been reported 
by Lijinsky as the only tumor that 
DMN induced in his many rat studies. 

In addition, Lijinsky reports that in 
the methapyrilene experiment, almost 
50 percent of the animals not having 
liver tumors showed necrotic and 
other degenerative changes in the 
liver. 

This finding is supported by data in 
the FDA files, which show methapyri¬ 
lene to be a hepatotoxic agent at 
dosage levels comparable to those used 
by Lijinsky. The toxicity was explored 
to the greatest extent by a firm pro¬ 
posing to market a combination prod¬ 
uct. In three subchronic studies, rats 
were intubated 5 days per week for 30 
administrations of either methapyri¬ 
lene alone or the proposed combina¬ 
tion containing methapyrilene. At 60 
mg/kg, methapyrilene showed bile 
duct proliferation and a variety of de¬ 
generative and regenerative changes 
in all animals. Hepatic cord cell 
changes were characterized by in¬ 
crease in size, binucleate forms, in¬ 
creased nuclear and nucleolar sizes, 
and mitoses. At 20 mg/kg the changes 
were present in all males and 6 of 10 
female rats, although they were re¬ 
ported as milder. 

The firm which submitted the NDA 
was sufficiently concerned about liver 
toxicity to have an examination of the 
slides by four pathologists. The histo- 
pathology was summarized by compar¬ 
ing the findings of liver toxicity with 
those associated with toxins such as 
those in certain poisonous plants, i.e., 
the senecio. These plants contain pyr- 
rolizidone alkaloids, a number of 
which have been reported to be liver 
carcinogens. 

It is concluded that the major tumor 
type in the Lijinsky study (cholangeo- 
carcinoma) has never been reported as 
having been induced by DMN in rats. 
Although hepatocellar carcinoma (the 
other tumor type observed by Li¬ 
jinsky) has been reported in rats, he 
has never observed it as a DMN-in¬ 
duced tumor type in the Sprague- 
Dawley rat in his laboratory. Heman¬ 
gioendothelioma, the only tumor type 
attributed to DMN in his previous 
studies, was observed in only one 
animal. 

The liver pathology and tumor types 
reported in the Lijinsky study are not. 
in fact, unlike that produced by the 
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senecio alkaloids. The liver pathology 
caused by methapyrilene is also simi¬ 
lar to that of the senecio alkaloids. 

This overall analysis thus suggests 
that the tumorigenic response in Li- 
jinsky’s experiments was induced by a 
chemical other than DMN. At this 
point the nitrosamine cannot be ruled 
out completely. If it has a role, howev¬ 
er, it is one of a synergist as with the 
CCh studies mentioned above. 

There are two complicating factors 
which preclude a stronger statement 
on the carcinogenic potential of meth¬ 
apyrilene: the negative results of the 
short-term tests and the possiblity of a 
synergistic effect of one or more nitro- 
samines. 

The utility of short-term tests in de¬ 
tecting compounds as suspect carcino¬ 
gens is still undergoing exploration, 
but the available results suggest that 
methapyrilene is not a direct-acting 
carcinogen. The National Cancer Insti¬ 
tute has arranged for the study of 
methapyrilene in short-term tests 
which are being considered for a car¬ 
cinogenesis screen. These tests are (1) 
salmonella typhimurium test, (2) in 
vitro neoplastic transformation, (3) 
the mouse lymphoma system, and (4) 
DNA repair utilizing primary hepto- 
cytes. 

Reports received and evaluated by 
the FDA to date include the results of 
the first two tests listed above (Ref. 8). 

(1) Salmonella typhimurium muta¬ 
genicity test The salmonella/micro- 
some test uses bacteria as sensitive in¬ 
dicators of DNA damage and mamma¬ 
lian liver extracts for conversion of 
carcinogens to their active mutagenic 
forms. With this test system there is a 
high correlation between mutagenicity 
and carcinogenicity: 90 percent of car¬ 
cinogens tested were mutagenic. 

Seven dosage levels of methapyri¬ 
lene hydrochloride were tested with 
and without metabolic activation sys¬ 
tems in five salmonella tester strains. 
The activation systems were both un¬ 
induced and induced S-9 liver prepara¬ 
tions from rats, mice, and Syrian ham¬ 
sters. No mutagenic response was ob¬ 
served in any of the tests, including 
the various combinations of bacterial 
strain and S-9 preparation. 

In addition, tests were nm with 
methapyrilene hydrochloride reacted 
with nitrite prior to exposure to the 
tester strains. In this series of tests 
similar to those mentioned above, a 
sixth bacterial strain was added. Here, 
too, no mutagenic response was ob¬ 
served in any of the series of tests. 

(2) Hamster in vitro neoplastic 
transformation system (Ref. 9). This 
test system, being developed at the 


Frederick Cancer Research Center, 
has shown promise based on approxi¬ 
mately 100 compounds which have 
been studied. A number of the carcino¬ 
gens which showed negative responses 
in the different mutagenicity test sys¬ 
tems have shown a positive response 
in this system. Included in this catego¬ 
ry are some of the heavy metals. The 
second encouraging aspect of this test 
system is the fact that neither false 
positive results nor spontaneous trans¬ 
formations have been observed to 
date. 

The protocol for the methapyrilene 
studies was in two parts. In the first 
part, nine dosage levels of methapyri¬ 
lene were tested with and without 
metabolic activation (hamster liver S- 
9 fraction). In these series no trans¬ 
formed colonies were observed. The 
second part of the protocol allowed for 
the in vitro nitrosation reaction at a 
5:1 molar ratio of nitrite to methapyri¬ 
lene. The reaction mixture was bioas¬ 
sayed with and without metabolic acti¬ 
vation: A positive response was ob¬ 
served at the highest dosage of the 
methapyrilene-nitrite reaction mix¬ 
ture only with metabolic activation. 

In this study, nitrite rather than 
methapyrilene alone seems to be the 
key element to the neoplastic transfor¬ 
mation response. One could assume 
that sufficient nitrosamine was 
formed from the reaction to evoke the 
positive response. 

These negative findings in in vitro 
systems must be tempered with the 
following comments: Although the 
bacterial system has shown a high cor¬ 
relation between mutagenicity and 
carcinogenicity, a number of hepoto- 
carcinogens have not shown positive 
responses, e.g., carbon tetrachloride, 
chloroform, the halogenated hydro¬ 
carbon pesticides DDE and dieldrin, 
safrole, and several hypocholesteremic 
agents. Since the liver pathogenesis 
shown by methapyrilene appears to be 
similar to these compounds, it is not 
surprising that a negative response 
was observed. 

The interesting feature of the bacte¬ 
rial study was the negative response 
observed following exposure of the 
tester strains to the in vitro methapyr¬ 
ilene-nitrite reaction products, one of 
which should have been DMN. The lit¬ 
erature states that the potent carcino¬ 
gen dimethylnitrosamine (DMN) is 
weakly positive in the Salmonella 
system. Apparently, insufficient DMN 
was formed in the in vitro nitrosation 
reaction to produce a positive re¬ 
sponse. 

The neoplastic transformation 
system is in a relatively early stage of 
' development at the Frederick Cancer 


Research Center. Thus the number of 
compounds tested is limited. Since 
DMN has shown a positive response in 
other transformation systems, it could 
be the agent responsible for the posi¬ 
tive response that was observed in this 
test. 

The other carcinogenic compounds 
listed above as showing a negative re¬ 
sponse in the bacterial system have 
not yet been explored in this transfor¬ 
mation system. 

It is concluded that short term test 
data suggest that methapyrilene is not 
a direct-acting carcinogen. The mecha¬ 
nism of carcinogenesis might be simi¬ 
lar to other hepatocarcinogens show¬ 
ing a negative response in the short 
term tests. 

In summary, Lijinsky concludes that 
the finding of a 30-percent incidence 
of liver cancer resulting from the com¬ 
bined administration of methapyrilene 
and sodium nitrite for 90 weeks is due 
to the in vivo formation of DMN. 
There is concern aroused by the nitro¬ 
sation of tertiary amines because of 
the possibility that such reactions may 
occur in the human stomach (from in¬ 
gested amines in foods and drugs and 
nitrites in food, as well as the high ni¬ 
trite content of human saliva) and 
thus create a potential health hazard. 

This analysis, however, suggests that 
the carcinogen in Lijinsky’s experi¬ 
ment was methapyrilene rather than 
DMN. 

1. Methapyrilene would not be suffi¬ 
ciently nitrosated under the condi¬ 
tions of Lijinsky's experiment to pro¬ 
duce a positive response attributable 
to DMN. 

2. The estimated total DMN dosage 
based on in vitro nitrosation rates (at 
concentrations of methapyrilene and 
nitrite that are five times greater than 
in the Lijinsky study) would not be 
sufficient to produce a 30-percent car¬ 
cinogenic response. 

3. When compared with biological 
response and nitrosation rates of other 
DMN yielding amines as well as with 
lucanthone, the 30 percent carcinogen¬ 
ic response for methapyrilene is too 
great to be attributable to DMN. 

4. An evaluation of liver pathology 
and tumor types reported for test 
chemical-nitrite studies yielding DMN 
as the nitrosation product and for 
DMN itself indicates that the results 
are of a severity that is greater than 
can be attributed to DMN-induced car¬ 
cinogenesis. The possibility of syner¬ 
gism cannot be excluded, however, 
since a mechanism similar to that re¬ 
ported for CC1 4 could account for the 
tumorigenic response. 
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TABLE NO. I 


Concentration 
Amine mg/ml NaNO^ mg/ml 


Temp . Time (hr) pH 


Yield of NO-compound 
N-Nitroso ug/ml X Theoretical 
compounda 


llethapyrilcne 

5 


10 

37° 

4 


3.4 

DMN 

9 


0.7 

l»i*iiethyi phenyl urea 

1.6 


2.8 

37 

3 


3.5 

DMN 

33 


4.2 

»:h lor promazine 

5 


10 

37 

4 


3.4 

DMN 

10 


0.88 

Oxytetracycline 

8 


16 

% 

37 

4 


3.0 

DMN 

20 


15.0 


1 


1 

37 

2 


3.2 

DMN 

0. 

5 

0.3 

• 

Amtnopyrine 

0.25 


0.25 

37 

2 


3.2 

DMN 

33 


40 

Luoanthone 

5 


10 

37 

4 


3.6 

DEN 

10 


0.7 





Table No. 

2 


> 









Total dose 

per 

animal 





Concentration in 

water (X) 

Test 



Estimated 





Nitrosation 

Test 


Treatment 

Substance Nitrite nitrosamine 

Liver 

tumors 


product in vitro 

Chem Nitrite 

period(wks) 

(gm) (gm) 


(mg) 

# 

Animals 

X 

Reference 

Methapyrilene DMN 

0.1 

0.2 

90 

9 

18 


16.2 


9/30 

30.0 

Refs. 1 i 

Dimethyiphenyl- 












uiea DMN 

0.1 

0.2 

50 

5 

10 


51.2 


2/29 

6.9 

n 

Ch lorpronnzine DMN 

0.1 

0.2 

50 

5 

10 


10 


1/30 

3.3 

ii 

Oxytetra« yc line DMN 

0.1 

0.1 

60 

6 

6 


3.0 


5/30 

16.7 

n 

Am i nopy r i n<* DMN 

0.1 

0.1 

30 

3 

3 


396.0 


29/30 

96.7 

n 


0.025 

0.025 

50 

1.25 

l. 

,25 

165.0 


26/30 

86.7 

ti 

Trimelhy'amine 












oxide DMN 

0.08 

0.2 

50 

4 

10 


— 


0 


it 

Dimethytdodecyl- 












aminc DMN 

0.18 

0.2 

80 

14 

16 


— 


1/24 

4.2 

n 

NO-N-MDC—^ 












• 

Lucanthone DEN 

0.14 

0.2 

50 

7 

10 


14 


2/30 

6.7 

n 


0.14 

— 

50 

7 

— 


— 


6/21 

30.0 

n 

DEN^ 




64 mg/kg 



ca 30 


11/20 

55.0 

Ref. 10 

DMN 

2 ppm 


60 




21-22 


1/26 

3.8 

n 


5 ppm 


60 




54 


fi/74 

10.8 

M 


20 ppm 


60 




216 


15/23 

65.2 

II 


50 ppm 


60 




540 


10/12 

83.4 

Ref. 10 

J*MN 

0.4X 


30 




120 


18/18 100 

Ref. 5 


1 / 

Nitroso-H-methyidodecy1 amine(NO-N-MDC)—another nitros.ition product that 
has not been shown to produce liver tumors. There was, however, a 
20.8 percent incidence of kidney and bladder tumors in rats that 
may be attributable to NO-N-MDC. I 

2 / 

DEN produced esophageal and liver tumors, as well as tumors of the 
nasal cavity. 


J 
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The Commissioner further con¬ 
cludes that data other than those re¬ 
lated to the carcinogenicity issue dis¬ 
cussed above are inadequate to prove 
that methapyrilene hydrochloride and 
methapyrilene fumarate are safe and 
effective as OTC nighttime sleep-aids 
in appropriate dosages (equivalent to 
25 to a maximum 100 mg of the base) 
in a single dose at bedtime. Although 
classification of these ingredients in 
Category II makes such additional 
testing unnecessary at this time, if 
they were classified in Category m, 
further testing for both safety and ef¬ 
fectiveness would be necessary. 

The Commissioner has prepared the 
following chart comparing the dose of 
the base, and of the hydrochloride and 
fumarate salts, based on the fact that 
their molecular weights are in the 
ratio of l(base):l.l(hydrochloride):1.5- 
(fumarate): 


Comparison of dosage of methapyrilene 
(base) to the hydrochloride and fumarate 
salts 



Base 

Hydro¬ 

chloride 

(ng) 

Fumarate 

(ng) 

25 mg. 

* 

27.5 

37.5 

50 mg. 


55 

75 

75 mg. 


82.5 

112.5 

100 mg.... 

--- 

110 

150 


In the following discussion the dose 
will be expressed in terms of the base 
unless otherwise stated: 

Most studies have been performed 
with the hj'drochloride salt whose 
weight is close to that of the base. The 
ingredients have been marketed as 
OTC sleepaids containing 10 to 26 mg 
per tablet or capsule. The Commis¬ 
sioner notes that the recommended 
dosage of the various OTC prepara¬ 
tions (25 to 50 mg) is substantially 
below the 100 mg dose at which pa¬ 
tients receiving the drug for various 
allergies experienced drowsiness (Ref. 
11). There is some evidence of effec¬ 
tiveness at a bedtime dose of 50 mg 
(Refs. 12 and 13) but others report 
drowsiness only at 100 mg (Ref. 11). 
Since these ingredients have been clas¬ 
sified in Category II because of their 
possible carcinogenicity potential, any 
further discussion of the testing re¬ 
quired is unnecessary. 

Methapyrilene was introduced clini¬ 
cally by Feinberg and Bernstein 1 year 
after diphenhydramine (Ref. 14). Its 
antihistaminic and antianaphylactic 
activity was verified in experimental 
animals and its antiallergenic activity 
documented in a varied series of 253 
patients, whose average dose was 50 
mg orally 1 to 4 times daily; a few pa¬ 
tients received 100 mg doses, but such 
a dose was frequently not well tolerat¬ 
ed. In this apparently uncontrolled 
study, side effects were noted in ap¬ 
proximately 25 percent of the pa¬ 


tients. Sedation was the most common 
side effect, occurring in 48, or 19 per¬ 
cent, of the patients studied. The 
degree of sedation was not as great as 
that produced by diphenhydramine, 
but equaled or exceeded that of tripe- 
lennamine. 

Kierland and Potter (Ref. 15) com¬ 
pared methapyrilene with diphenhy¬ 
dramine and tripelennamine in 126 
dermatologic patients. Doses, given 3 
or 4 times daily, were usually 100 mg 
of methapyrilene and 50 mg of the 
other two drugs. Improvement was 
comparable with the three drugs. 
Drowsiness was observed in 10 of the 
126 patients receiving methapyrilene, 
3 or 47 with diphenhydramine and 1 of 
44 with tripelennamine, although the 
authors noted that the degree of 
drowsiness was more marked with di¬ 
phenhydramine than with either of 
the other drugs. 

The Friedlanders (Ref. 11) also veri¬ 
fied antiallergic effectiveness of meth¬ 
apyrilene in 85 of 117 patients. Dosage 
was usually 100 mg 4 times daily for 
adults and 25 to 50 mg daily for chil¬ 
dren. One or more side effects, gener¬ 
ally mild, occurred in about 25 percent 
of the patients, usually at the 100 mg 
(adult) dose level, and were frequently 
obviated by reduction in dosage to 50 
mg. Of special interest was that 
drowsiness was observed in 19, or 16 
percent, of the patients studied. 

The classic paper on the hypnotic ef¬ 
fects of methapyrilene offered in evi¬ 
dence for its effectiveness as a night¬ 
time sleep-aid is the study of Straus et 
al. (Ref. 12). In that study the authors 
compared 50 mg of methapyrilene 
with 100 mg of phenobarbital and pla¬ 
cebo under double-blind conditions in 
54 male insomniac patients in a Veter¬ 
ans Administration hospital. The ex¬ 
perimental design called for each pa¬ 
tient to receive each medication 6 
times for a total of 18 nights in 3 
weeks (a few nights were missed). 
Drug administrations were random¬ 
ized, except that no drug succeeded 
itself. Evaluations of effectiveness con¬ 
sisted of objective (graded by nurses 
observing the patients hourly during 
the night) and subjective (as reported 
by the patients to a physician the next 
day) reports of three criteria: Falling 
asleep (sleep latency), staying asleep 
and overall evaluation. A 4-point scale 
was used, ranging from 0 (no sleep re¬ 
sponse) to 3 (excellent sleep response). 
The data indicate that both methapyr¬ 
ilene and phenobarbital were more ef¬ 
ficient than placebo in their hypnotic 
effect. The nurses* observations found 
methapyrilene more effective than 
phenobarbital in inducing sleep (but 
the patients cound not distinguish be¬ 
tween the two compounds); in overall 
evaluation the patients favored pheno¬ 
barbital (but the nurses could not dif¬ 
ferentiate between the two); and for 
staying asleep, neither patients nor 


nurses could distinguish between 
them. The authors concluded that the 
two drugs exerted approximately 
equal hypnotic effects, in each case 
significantly greater than that of the 
placebo. It should be noted that phe¬ 
nobarbital, with its known slow onset 
of action, is not the ideal barbiturate 
hypnotic; secobarbital or pentobarbi¬ 
tal would have been better choices for 
comparison. Nevertheless, the study 
does provide data demonstrating hyp¬ 
notic effectiveness of methapyrilene in 
50 mg doses. 

• In another study. Shapiro (Ref. 16) 
used methapyrilene from 1 to 66 days 
as a sedative in 33 hyperactive chil¬ 
dren ranging in age from 4 weeks to 12 
years. The drug produced sleep and re¬ 
laxation of hyperactive states during 
the daytime in 24 of 31 children, with 
nausea experienced by one child only. 
Nowhere in the article is the dosage 
defined. 

Noell et al. (Ref. 17), in a daytime 
EEG study with over 3.000 Air Force 
volunteers, found that of 33 antihista¬ 
mines studied, methapyrilene 50 mg 
ranked eighteenth in time to “end of 
wakefulness** and fifth in time to 
“onset of sleep.** In both of these ef¬ 
fects methapyrilene scored significant¬ 
ly better than placebo but nearly as 
well as secobarbital 100 mg. 

Feinblatt and Ferguson (Ref. 13) 
compared methapyrilene niacinate, 
methapyrilene hydrochloride and pla¬ 
cebo in a double-blind study involving 
53 patients with insomnia. The dose of 
each methapyrilene salt was 50 mg 
(calculated as methapyrilene base). 
Both were considerably more effective 
than placebo, inducing “satisfactory 
sleep** in 37 (70 percent) of the 53 
cases, ‘‘partial relief* in 9 (17 percent) 
and failing in 7 (13 percent). 

More recently, Teutsch et al. (Ref. 
18) used subjective responses to evalu¬ 
ate sleep following pentobarbital 100 
mg, diphenhydramine 50 mg, metha¬ 
pyrilene 50 mg or placebo in 150 pa¬ 
tients in two Veterans Administration 
hospitals. The four preparations, in 
identical capsules, were administered 
by a nurse-observer on each of 4 con¬ 
secutive nights of randomized pro¬ 
gram. Next morning the patients re¬ 
ported to the nurse how well they had 
slept, the time taken to fall asleep, 
how long they had slept, and how the 
sleep compared with their usual 
night’s sleep at home. For all response 
variables, both pentobarbital and di¬ 
phenhydramine were found signifi¬ 
cantly better than placebo when eval¬ 
uated by the subjective question, 
“How long did you sleep?** In one of 
the two hospitals, methapyrilene was 
superior to placebo while in the other 
hospital it was not. 

The Commissioner is aware of in¬ 
stances of poisoning, either accidental 
or suicidal, with methapyrilene. For 
example, fatalities have included a 15- 
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month old girl who developed hyper¬ 
pyrexia, cerebral edema, upper neph¬ 
ron nephrosis and uremia (Ref. 19), 
and an adult suicide who died in con¬ 
vulsions (Ref. 20). Examples of nonfa- 
tal cases include a 20-month-old child 
(Ref. 21) and two adults (Ref. 22), all 
manifesting convulsions, and a preg¬ 
nant female with a toxic psychosis 
mimicking eclampsia (Ref. 23). 

A number of additional studies in 
which methapyrilene was used in com¬ 
bination with salicylamide and scopol¬ 
amine (Ref. 24) have been reported. 
The Commissioner concludes that the 
evidence clearly supports a positive 
effect: methapyrilene in these combi¬ 
nations almost certainly is able to pro¬ 
duce drowsiness, EEG shifts, and re¬ 
duced sleep latency. These effects are 
probably present but not strong with 
50 mg of methapyrilene and since this 
appeared to the Panel to be a relative¬ 
ly safe drug, doses of 75 mg or 100 mg 
seemed to them to be worth evaluat¬ 
ing (Ref. 24). 

The Panel reviewed all data availa¬ 
ble to it which bore on the safety of 
methapyrilene, and concluded that 
methapyrilene salts were probably 
safe and might be effective at appro¬ 
priate doses for use as an OTC night¬ 
time sleep-aid. At that time, there 
were no published studies that showed 
methapyrilene to have any carcinogen¬ 
ic or co-carcinogenic potential. Since 
this was the case, the Panel directed 
its attention toward the EEG and 
clinical studies necessary to prove ef¬ 
fectiveness and establish an optimum 
dosage range. The Panel voiced early 
in the report its conclussion that the 
antihistamines ‘‘are basically safe as 
OTC nighttime sleep-aid products 
• • • approval of these preparations is 
based on demonstration of effective- 
ness M (40 FR 57294). 

The Panel recommended clinical 
studies to evaluate effectiveness of 
dosages of 50 to 100 mg in which anti¬ 
cholinergic and other side effects were 
to be monitored. The Panel stated its 
conclusion: “Should anticholinergic or 
other side effects prove not serious in 
these additional (clinical) studies, and 
should these studies in dosages of 50 
mg and possibly up to 100 mg prove 
methapyrilene to be effective, i.e., sig¬ 
nificantly better than placebo in im¬ 
proving sleep in one or more sleep pa¬ 
rameters. this drug could be moved 
from Category III to Category I” (40 
FR 57310). 

In sum, the Commissioner concurs 
with the Panel's findings relating to 
aspects of safety and effectiveness of 
methapyrilene other than carcinogen¬ 
icity, which the panel did not address. 
However, since the Commissioner has 
determined that methapyrilene is Cat¬ 
egory II because of its possible car¬ 
cinogenicity potential, any further dis¬ 
cussion of the studies required for ef¬ 
fectiveness, or safety not related to 


the carcinogenicity issue, is unneces¬ 
sary. 
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c. Scopolamine compounds . The 
Commissioner concludes that scopol¬ 
amine, scopolamine hydrobromide, 
and scopolamine aminoxide hydrobro¬ 
mide are not safe at dosage levels 
which might possible be effective as 
OTC nighttime sleep-aids. Although 
there are insufficient data available 
for OTC nighttime sleep-aid products 
concerning the effectiveness of scopol¬ 
amine alone in producing sleep, the 
Commissioner concludes, on the basis 
of the reported toxicity associated 
with these compounds, that doses high 
enough to be possibly effective as OTC 
nighttime sleep-aids are not safe. In 
the dosages currently used, the Com¬ 
missioner concludes that these ingre¬ 
dients are ineffective as OTC night¬ 
time sleep-aids. 

Scopolamine (L-hyoscine) occurs 
naturally as an alkaloid of belladonna. 
It is chemically and pharmacologically 
similar to atropine. Scopolamine in 
clinical doses (0.5 to 1.0 mg, orally or 
parenterally) normally causes drowsi¬ 
ness, euphoria, amnesia, fatigue, and 
dreamless sleep (Ref. 1). Meyers and 
Abreu (Ref. 2) suggest that differences 
in the therapeutic potencies of atro¬ 
pine and scopolamine may produce 
dissimilar effects in the brain. 

Selected doses of either drug pro¬ 
duce sedation in animals. Large doses 
of scopolamine (1.0 to 1.5 mg/kg) pro¬ 
duce persistent excitement and larger 
doses produce transient excitement 
followed by deep sedation (Ref. 2). 
The sedative effects of scopolamine in 
man appear with doses of 0.3 to 0.6 mg 
whereas 2.0 mg or more of atropine 
are required to produce sedation, am¬ 
nesia, and drowsiness (Ref. 3). 

The belladonna alkaloids are ab¬ 
sorbed rapidly from the gastrointesti¬ 
nal tract, more so from the intestine 
than the stomach (Ref. 4). They also 
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enter the circulation when applied lo¬ 
cally to the mucosal surfaces of the 
body. Only limited absorption occurs 
from the eye and the intact skin, but 
in the lung atropine can be absorbed 
sufficiently from inhaled smoke to 
produce extrapulmonary effects such 
as blockade of peripheral symptoms 
due to cholinergic stimulation (Ref. 5). 

Only about 1 percent of an oral dose 
of scopolamine is eliminated in the 
urine. Much of the alkaloid is thought 
to be destroyed by enzymatic hydroly¬ 
sis, particularly in the liver. 

Tolerance to scopolamine apparently 
occurs, although experimental evi¬ 
dence for it is sparse. Studies in mice 
suggest that tolerance occurs when 
scopolamine is given chronically to an¬ 
tagonize pilocarpine-induced hypo¬ 
thermia (Ref. 6). Tolerance did devel¬ 
op to scopolamine’s effects in a behav¬ 
ioral situation in which chronic doses 
were injected into rats (Ref. 7). How¬ 
ever, other workers have found no tol¬ 
erance to scopolamine in mice when 
the drug was given chronically and 
then withdrawn to test the effects of 
pilocarpine (Ref. 8). 

Studies in humans strongly suggest 
that chronic scopolamine administra¬ 
tion (10 mg/kg intramuscularly) pro¬ 
duces tolerance in the central nervous 
system as well as some involuntary 
(autonomic) effects (Ref. 9). Tolerance 
is noticed particularly in patients with 
parkinsonism, who may eventually re¬ 
ceive daily doses of scopolamine that 
would result in toxic levels, if given to 
patients receiving the drug for the 
first time (Ref. 10). 

Habituation and true addiction prob¬ 
ably do not occur, although the litera¬ 
ture on this aspect of scopolamine’s 
actions is also sparse. In patients with 
parkinsonism who are suddenly with¬ 
drawn from large therapeutic doses, 
vomiting, malaise, sweating, and sali¬ 
vation have been known occur (Ref. 1). 

The side effects with therapeutic 
doses are mainly of importance be¬ 
cause of their subjective unpleasant¬ 
ness to the patient and include the fol¬ 
lowing: (1) Dryness of the mouth, (2) 
blurred vision, (3) photophobia (ab¬ 
normal visual intolerance of light), 
and (4) cardiac effects (tachycardia, 
bradycardia, arrhythmias, and palpita¬ 
tions). These are the most common 
side effects, and can rarely be com¬ 
pletely avoided with the doses re¬ 
quired to obtain significant therapeu¬ 
tic benefit (Ref. 11). Tolerance to the 
side effects, as with the therapeutic 
doses, apparently occurs. 

Other side effects which sometimes 
occur include the following: (1) Acute 
glaucoma (increased intraocular pres¬ 
sure); (2) constipation, which can pro¬ 
gress into complete obstruction of the 
bowel; (3) urinary retention, when en¬ 
largement of the prostate is present; 
(4) anhidrosis (lack of sweating), 
which may produce heat intolerance 


and in some cases can seriously impair 
body temperature regulation in indi¬ 
viduals in a hot environment (children 
are especially sensitive to this effect); 
(5) hypersensitivity reactions, particu¬ 
larly skin rashes, and occasional 
edema (swelling) of parts of the 
mouth and throat; (6) ataxia, mani¬ 
fested by stumbling or difficulty in 
walking, which may be seen with 
therapeutic doses in susceptible indi¬ 
viduals; and (7) toxic psychoses (hallu¬ 
cinations, agitated delirium, belliger¬ 
ence, violence), which may occur, par¬ 
ticularly when scopolamine is com¬ 
bined with bromides or methapyrilene 
and taken in high doses (Refs. 12 and 
13). In a report involving scopolamine 
given as a premedication before sur¬ 
gery, 20 percent of the patients given 
0.2 to 0.6 mg intravenously became de¬ 
lirious postoperatively (Ref. 14). 

It has been reported that the seda¬ 
tion, tranquilization, and amnesia pro¬ 
duced by scopolamine are useful in 
many circumstances, including labor, 
delirium tremens, toxic psychoses and 
maniacal states (Ref. 1). In these con¬ 
ditions, the drug is almost always com¬ 
bined with agents which produce anal¬ 
gesia and sedation. However, when 
given alone in the presence of pain or 
severe anxiety, scopolamine may 
induce outbursts of uncontrolled be¬ 
havior. 

As indicated earlier, therapeutic 
doses of scopolamine normally cause 
drowsiness, euphoria, amnesia, fatigue, 
and dreamless sleep. The same doses, 
however, occasionally cause excite¬ 
ment, restlessness, hallucinations, or 
delirium instead (Ref. 1). These atypi¬ 
cal reactions may be idiosyncratic (un¬ 
usual, infrequent, genetically caused 
reactions). They resemble the central 
effects of toxic doses of atropine, and 
occur regularly after large doses of 
scopolamine. 

Infants, young children, and old 
people are especially susceptible to the 
effects of an overdose of scopolamine. 
The symptoms of poisoning develop 
soon after ingestion of the drug. The 
mouth becomes dry and bums; swal¬ 
lowing and talking are difficult; and 
there is marked thirst. The vision is 
blurred, and photophobia (sensitivity 
to light) occurs. The skin is hot, dry, 
and flushed. A rash may appear espe¬ 
cially over the face, neck, and upper 
part of the trunk. The body tempera¬ 
ture rises and may reach 109° F. or 
higher in infants. The pulse is weak 
and very rapid, but in infants and old 
people the increased heart rate may 
not occur. Palpitations are prominent, 
and the blood pressure is elevated. Uri¬ 
nary urgency and difficulty in urina¬ 
tion are sometimes noted. 

The patient is restless, excited, con¬ 
fused, and exhibits weakness, giddi¬ 
ness, and muscular incoordination. 
Walking and talking are disturbed. 
Nausea and vomiting sometimes occur. 


The behavioral and mental symptoms 
may suggest an acute organic psycho¬ 
sis. Memory is disturbed, orientation is 
faulty, hallucinations are common, 
and mania and delirium often occur. 
In some cases of scopolamine poison¬ 
ing, a mistaken diagnosis of acute 
schizophrenia or alcoholic delirium 
has been made, with the individuals 
being committed to a psychiatric insti¬ 
tution for observation and treatment 
(Ref. 13). The entire syndrome often 
lasts 48 hours or longer. Depression 
and circulatory collapse occur only in 
cases of severe intoxication; the blood 
pressure declines, respirations become 
inadequate, and finally respiratory 
failure occurs after a period of paraly¬ 
sis and coma. 

Fatalities from scopolamine are rare, 
but sometimes occur in belladonna 
poisoning in children. In these cases, 
the cause of death is apparently un¬ 
controlled fever. Of all the potent 
alkaloids, atropine is usually stated to 
be more toxic than scopolamine, but 
the evidence for this is inconclusive; 
persons have survived doses of 500 mg 
of scopolamine. In the case of atro¬ 
pine, doses of 1,000 mg have been sur¬ 
vived. The best antidote for scopol¬ 
amine is physostigmine 2 to 3 mg sub¬ 
cutaneously every 2 hours as needed 
(Ref. 15). 

As with any depressant drug, the ac¬ 
tions of scopolamine can be expected 
to enhance the effects of or be en¬ 
hanced by other depressants such as 
alcohol (Ref. 16), barbiturates, narcot¬ 
ics, or tranquilizers. The drug has also 
been shown to produce an acute psy¬ 
chotic reaction when combined with 
marijuana (Ref. 17). 

The following study plus many 
other studies suggest a “depressant” 
effect of scopolamine in animals which 
could be extrapolated to a depressant, 
or sedative, effect in humans. The dos¬ 
ages used cannot accurately be com¬ 
pared to those used in humans, but 
they do demonstrate that all of scopo¬ 
lamine’s effects in animals are in the 
range of 0.01 to 10.0 mg/kg when 
given by injection. 

Longo (Ref. 18) studied the effects 
of atropine and scopolamine on the 
encephalogram of the rabbit. The two 
alkaloids produced a sleep pattern 
(slow synchronous activity) while 
blocking the “awakening reaction.” 
scopolamine was 10 to 15 times more 
active than atropine in this regard. 
The generally classified EEG synchro¬ 
nization is “dissociated” from the be¬ 
havioral effects of the drug in that the 
animal is apparently alert during the 
time that the EEG indicates a sleep 
pattern. This is known to be a charac¬ 
teristic of antimuscarinic central 
action. 

The bulk of the literature on scopo¬ 
lamine’s effects in man concerns its ac¬ 
tions as an antimotion sickness and 
antiparkinsonism drug. This literature 
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really indicates nothing more than the 
fact that scopolamine somehow de¬ 
presses those areas of the brain in¬ 
volved in motion sickness (e.g., the 
cerebellum, semicircular canals and as¬ 
sociated structures, and/or the medul¬ 
lary emetic centers) and in parkinson¬ 
ism (basal ganglia and extrapy rami dal 
system), and that the doses used are 
similar to those which appear to be ef¬ 
fective in producing drowsiness. 

The number of papers which docu¬ 
ment the sleep-inducing effect of sco¬ 
polamine is surprisingly small, and 
many of these are reviews which 
assume the sedative effect of scopol¬ 
amine. or simply refer again and again 
to the few papers available. 

Very early reports in the European 
literature document the use of scopol¬ 
amine hydrobromide in producing am¬ 
nesia during labor when given in doses 
of 1/100 gr (0.6 mg) intravenouly. This 
preceded its use in combination with 
morphine to produce “twilight sleep” 
as a fonn of obstetrical analgesia with 
amnesia. Orkin et al. (Ref. 19) have 
studied atropine and scopolamine as 
preanesthetic medications and have 
found that smaller quantities of thio¬ 
pental and meperidine are required to 
produce unconsciousness when scopol¬ 
amine (0.4 to 0.6 mg intravenously) is 
given as a preanesthetic medication. 
One of their conclusions was that 
“scopolamine in 0.4 to 0.6 mg doses 
(intravenously) is almost as hypnotic 
as 100 mg of meperidine.” 

Tesoriere (Ref. 20) has also con¬ 
firmed the “depression of the cortex” 
and amnesic effects in patients being 
prepared for surgery. The “common 
dose” of 0.32 to 0.43 mg (intravenous¬ 
ly) can severely depress the older pa¬ 
tient and must be used with caution. 

Ostfeld and Aruguete (Ref. 21), in 
an often cited study, reported that 0.8 
mg of scopolamine injected subcutan¬ 
eously can impair performance in be¬ 
havioral tests involving the ability to 
focus attention, to recall objects and 
words, and to maintain an attentive 
set. They also noted that whereas the 
administration of atropine was accom¬ 
panied by a rise in pulse rate, scopol¬ 
amine administration was followed by 
a decrease in such rate. Finally, the 
subcutaneously administered scopol¬ 
amine appeared to Induce sleep, hallu¬ 
cinations, and mental disorientation 
more frequently than 10 mg of atro¬ 
pine administered orally. 

Eger (Ref. 4), in a very complete 
review, reaffirmed the central nervous 
system effects of scopolamine, and 
noted that scopolamine is some 5 to 15 
times more potent in producing 
drowsiness than atropine. 

Environmental conditions and sub¬ 
jective attitudes greatly influence the 
response to scopolamine. Although 
these factors have not been extensive¬ 
ly studied, a few examples are availa¬ 
ble (Ref. 22): (1) The pain of labor can 


cause the response to amnesic doses of 
scopolamine to change to a state of de¬ 
lirious excitment and restlessness, 
often to such a degree that restraints 
are necessary; (2) the loss of a night’s 
sleep can markedly increase the psy¬ 
chotomimetic effects of scopolamine; 
and (3) in high ambient temperatures 
the central effects of scopolamine are 
significantly accentuated. The mecha¬ 
nism for this last effect is unclear. 

The Commissioner concludes from 
the available literature that scopol¬ 
amine has central depressant effects 
in animals, and that in appropriate 
doses it produces drowsiness and sleep 
in humans. However, there is a serious 
lack of sufficient data on the central 
effects of scopolamine over a wide 
range of doses in man. 

(1) Scopolamine hydrobromide. 
There are products presently on the 
OTC market promoted for sleep which 
contain 0.25 mg of scopolamine hydro- 
bromide per unit dose as part of a 
combination of ingredients. The Com¬ 
missioner concludes that this ingredi¬ 
ent is not effective as a nighttime 
sleep-aid in doses presently marketed, 
and that at higher, possibly more ef¬ 
fective doses it would not be safe. 

Although scopolamine hydrobro¬ 
mide has central depressant effects in 
animals, the evidence for it’s hypnotic 
effect in humans is mainly anecdotal 
on the basis of the drug’s early use in 
Parkinsonism and motion sickness. 
One source, also anecdotal, states that 
an oral dose of 0.3 mg has “little sopo¬ 
rific effect” (Ref. 23). However, the 
Commissioner is aware that no clinical 
studies of the effects of scopolamine 
hydrobromide alone on sleep onset or 
duration of sleep were located. 

As mentioned earlier, there is evi¬ 
dence which suggests an alarming fre¬ 
quency of side effects when scopol¬ 
amine is given in doses necessary for a 
central depressant effect (0.6 mg and 
above) (Ref. 11). Side effects which 
can be seen with scopolamine hydro¬ 
bromide in oral doses of 0.6 mg and 
above are dryness of the mouth, 
blurred vision, photophobia, and 
cardia irregularities. Occasionally, con¬ 
stipation, urinary retention, hypersen¬ 
sitivity reactions, acute glaucoma, ex¬ 
cessive restlessness and toxic psychosis 
can be seen. Infants, young children, 
and old people are especially suscepti¬ 
ble to higher doses of the drug (Refs. 3 
and 4). 

Doses of 2.0 mg orally in man often 
produce psychotomimetic effects (Ref. 
24). On the basis of this toxicity, the 
Commissioner concludes that doses 
high enough to be effective as an OTC 
nighttime sleep-aid would not be safe. 

(2) Scopolamine aminoxide hydro¬ 
bromide . There are products presently 
on the OTC market promoted for 
sleep which contain 0.125 to 0.5 mg of 
scopolamine aminoxide hydrobromide 
per unit dose as part of a combination 


of ingredients. The Commissioner con¬ 
cludes that this ingredient is not effec¬ 
tive as an OTC nighttime sleep-aid in 
doses presently marketed, and that at 
higher, possible more effective doses it 
would not be safe. 

While the Commissioner is aware of 
some animal studies relating to the 
safety of scopolamine aminoxide hy¬ 
drobromide, the literature on this in¬ 
gredient is not voluminous and, in 
fact, no documented evidence for the 
safety of this ingredient in humans 
was located. Even though the Commis¬ 
sioner is aware that scopolamine com¬ 
pounds have been marketed for over 
50 years and that the OTC drug 
review procedures relating to safety 
(21 CFR 330.10(a)(4)(D) provide for 
consideration of marketing experience, 
the Commissioner finds that such in¬ 
formation is insufficient to support 
safe use of scopolamine at levels that 
would be effective as OTC nighttime 
sleep-aids. 

The therapeutic value of scopol¬ 
amine aminoxide hydrobromide is due 
to its metabolism in the body to sco¬ 
polamine. The claimed reduction in 
toxicity compared to that of scopol¬ 
amine hydrobromide may be due to 
the slow conversion of scopolamine 
aminoxide hydrobromide to the 
parent base, so that a sustained action 
is seen with few toxic effects (Ref. 10). 
Since there are no clinical studies in 
the literature on the scopolamine base 
substance alone, the usual way to dis¬ 
cuss scopolamine aminoxide hydrobro¬ 
mide has been to compare it with sco¬ 
polamine hydrobromide, for which 
there are experiments reported in the 
literature. Therefore, all of the previ¬ 
ous discussion on scopolamine hydro¬ 
bromide (pharmacology, toxicity, side 
effects, etc.) would be applicable here. 

Reports of controlled clinical studies 
on the effectiveness of scopolamine 
aminoxide hydrobromide alone as a 
nighttime sleep-aid in the recommend¬ 
ed doses of 0.125 to 0.5 mg could not 
be located. An old (1927) French thesis 
by Lados, cited by Scharf (Ref. 10), re¬ 
ported on the effects of scopolamine 
aminoxide hydrobromide in 16 cases of 
postencephalitic parkinsonism. Lados 
claimed that scopolamine aminoxide 
hydrobromide, in earlier experiments 
with dogs, was Vfeoo as toxic as scopol¬ 
amine, and proceeded to use doses of 
4.0 mg of scopolamine aminoxide hy¬ 
drobromide per day with no toxic 
symptoms in patients with parkinson¬ 
ism. Scharf himself (Ref. 10) used sco¬ 
polamine aminoxide hydrobromide in 
doses of 2.0 mg/day to treat patients 
with parkinsonism, with no toxic ef¬ 
fects. On the other hand, doses of 2.0 
mg 3 times a day of scopolamine amin¬ 
oxide hydrobromide do produce a sig¬ 
nificant number of side effects (night¬ 
mares, blurred vision, dry mouth and 
tinnitus or ringing in the ears) when 
given for seasickness (Ref. 25). These 
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authors noted that 2.0 mg of scopol¬ 
amine am inoxide hydrobromide “pro¬ 
duced far more severe reactions than 
had 0.75 mg of scopolamine hydrobro¬ 
mide.” They stated that in these doses 
the toxicity and duration of action of 
scopolamine aminoxide hydrobromide 
were at least as great as those of sco¬ 
polamine hydrobromide. A more 
recent paper, in which antimotion 
sickness drugs were reviewed (Ref. 26), 
indicates that scopolamine aminoxide 
hydrobromide 2.0 mg and scopolamine 
hydrobromide 0.6 to 1.0 mg have simi¬ 
lar actions, toxicities, and durations of 
action. 

Another old paper (1945) by Co Tui 
and Debruille (Ref. 27) states that sco¬ 
polamine aminoxide hydrobromide is 
one-third as potent and one-sixth as 
toxic as scopolamine hydrobromide, 
and that in equipotent doses the effect 
of scopolamine aminoxide hydrobro¬ 
mide seems to last only one-third as 
long as that of the nonaminoxide com¬ 
pound. However, these conclusions 
were drawn on the basis of lethal dose 
studies in mice and abolition of the 
acetylcholine depressor effect on the 
blood pressure of the cat, and are dif¬ 
ficult to extrapolate to man. Most im¬ 
portantly, the literature regarding the 
toxicity and effectiveness of scopol¬ 
amine aminoxide hydrobromide ap¬ 
pears to be too sparse and inconsistent 
to substantiate the routine use of this 
derivative in an OTC product. 

If it is assumed from these animal 
studies that scopolamine aminoxide 
hydrobromide is one-sixth as toxic and 
one-third as effective as scopolamine 
hydrobromide, then in equipotent 
doses scopolamine aminoxide hydro- 
bromide becomes only one-half as 
toxic as scopolamine hydrobromide; 
therefore, the safety is still question¬ 
able. Furthermore, clinical studies 
have not confirmed this reduced toxic¬ 
ity of scopolamine aminoxide hydro- 
bromide. 

Although these early uncontrolled 
studies in animals suggested that sco¬ 
polamine aminoxide hydrobromide is 
less toxic than other scopolamine 
salts, most newer reports conclude 
that scopolamine aminoxide hydrobro¬ 
mide and scopolamine hydrobromide 
have similar actions, toxicities, and du¬ 
rations of action in doses of about 2:1, 
aminoxide hydrobromide to hydrobro¬ 
mide (Ref. 28). On the basis of the 
toxicity associated with scopolamine 
aminoxide hydrobromide, the Com¬ 
missioner concludes that doses high 
enough to be possibly effective as 
nighttime sleep-aids would have toxic¬ 
ity similar to that of scopolamine hy¬ 
drobromide, and that these doses 
would not be safe. 

References 

(1) Innes, I. R. and M. Nickerson. “Drugs 
Inhibiting the Action of Acetylcholine on 
Structures Innervated by Postganglionic 


Parasympathetic Nerves (Anti-Muscarinic 
or Atropinic Drugs),” in “The Pharmaco¬ 
logical Basis of Therapeutics.” 4th Ed.. 
Edited by Goodman. L. S. and A. Gilman, 
The MacMillan Co., New York, pp. 524-548, 

1970. 

(2) Meyers. F. H. and B. E. Abreu, “A 
Comparison of the Central and Peripheral 
Effects of Atropine, Scopolamine, and Some 
Synthetic Atropine-like Compounds,” Jour¬ 
nal of Pharmacology and Experimental 
Therapeutics. 104:387-395. 1952. 

(3) Longo, V. G., “Behavioral and 
Electroencephalographic Effects of Atro¬ 
pine and Related Compounds,” Pharmaco¬ 
logical Reviews, 18:965-996, 1966. 

(4) Eger. E. I., "Atropine, Scopolamine, 
and Related Compounds,” Anesthesiology, 
23:365-383. 1962. 

(5) Holmstedt, B. and O. Wallen. “Drug 
Administration by Means of Cigarettes.” Ar¬ 
chives Internationale Pharmacodynamic et 
de Therapie, 119:275-293, 1959. 

(6) Friedman. M. J., J. H. Jaffe and S. K. 
Sharpless, “Central Nervous System Super- 
sensitivity to Pilocarpine After Withdrawal 
of Chronically Administered Scopolamine,” 
Journal of Pharmacology and Experimental 
Therapeutics , 167:45-55, 1969. 

(7) Chamey, N. H. and G. S. Reynolds, 
“Tolerance to the Behavioral Effects of Sco¬ 
polamine in Rats.” Psychopharmacologia, 
11:379-387, 1967. 

(8) Parkes, M. W. and J. C. Parks. “Super- 
sensitivity of Salivation in Response to Pilo¬ 
carpine After Withdrawal of ChronicaUy 
Administered Hyoscine in the Mouse,” Brit¬ 
ish Journal of Pharmacology, 46:315-323, 
1972. 

(9) Isbell, H.. D. E. Rosenberg, E. J. Miner 
and C. R. Logan, “Tolerance and Cross Tol¬ 
erance to Scopolamine. N-Ethyl-3-Piperidyl 
Bcnzylate <JB 318) and LSD-25.” 
Neuropsychopharmacology. 3:440-446, 1962. 

(10) Scharf, J. H.. “Genoscopolamine: Its 
Use in Parkinsonism." Journal of Nervous 
and Mental Disease, 89:682-688, 1939. 

(11) “The Pharmacology and Toxicology 
of Scopolamine and Its Efficacy as a Seda¬ 
tive or Sleep-Aid,” Report by the OTC 
Panel on Sedatives. Tranquilizers, and 
Sleep-aids in OTC Volume 050043. 

(12) Greiner, T. H.. "A Case of ‘Psychosis’ 
from Drugs,” Texas State Journal of Medi¬ 
cine, 60:659-660, 1964. 

(13) Stroo, H. H.. “A Case of Transient 
Schizophrenia Due to Scopolamine Poison¬ 
ing.” Virginia Medical Monthly, 94:107-109, 
1967. 

(14) Greene. L. T., “Physostlgmine Treat¬ 
ment of Anticholinergic-Drug Depression in 
Postoperative Patients.” Anesthesia and An¬ 
algesia; Current Researches, 50:222-226, 

1971. 

(15) Ullman, K. C. and R. H. Groh, “Iden¬ 
tification and Treatment of Acute Psychotic 
States Secondary to the Usage of Over-the- 
Counter Sleeping Preparations,” American 
Journal of Psychiatry, 128:1244-1248. 1972. 

(16) Lamy, P. P. and M. E. Kitler, “Unto¬ 
ward Effects of Drugs. Part I. (Including 
Non-Prescription Drugs),” Diseases of the 
Nervous System, 32:17-23, 1971. 

(17) Graff, H., “Marihuana and Scopol¬ 
amine ‘High’,” American Journal of Psychi¬ 
atry. 125:1258-1259, 1969. 

(18) Longo, V. G., “Effects of Scopolamine 
and Atropine on Electroencephalographic 
and Behavioral Reactions due to Hypotha¬ 
lamic Stimulation,” Journal of Pharmacol¬ 
ogy and Experimental Therapeutics, 
116:198-208, 1956. 

(19) Orkin, L. R., P. S. Bergman and M. 
Nathanson, “Effect of Atropine, Scopol¬ 


amine and Meperidine on Man,” Anesthesi¬ 
ology. 17:30-37. 1956. 

(20) Tesoriere, H. S.. “Uses and Abuses of 
Scopolamine: A Clarification,” Anesthesia 
and Analgesia; Current Researches, 38:103- 
108. 1959. 

(21) Ostfeld, A. M. and A. Aruguete, “Cen¬ 
tral Nervous System Effects of Hyoscine in 
Man,” Journal of Pharmacology and Experi¬ 
mental Therapeutics, 137:133-139, 1962. 

(22) Safer. D. J. and R. P. Allen, “The 
Central Effects of Scopolamine in Man.” 
Biological Psychiatry, 3:347-355, 1971. 

(23) Cullumbine, H. "Cholinergic Blocking 
Drugs.” in “Drill’s Pharmacology In Medi¬ 
cine,” 4th Ed., Edited by DiPalma, J. R., 
McGraw-Hill, New York, pp. 608-626, 1971/ 

(24) Longo, V. G., “ Anticholinergic Hallu- 
cinogenics,” in “Neuropharmacology and 
Behavior,” W. H. Freeman and Co., San 
Francisco, pp. 155-162, 1972. 

(25) Chinn. H. I.. S. W. Handford, T. E. 
Cone and P. K. Smith. “The Effectiveness 
of Various Drugs for the Prophylaxis of 
Seasickness,” American Journal of Medi¬ 
cine, 12:433-439, 1952. 

(26) Wood. C. D., R. S. Kennedy and A. 
Graybiel, “Review of Antimotion Sickness 
Drugs from 1954-1964,” Aerospace Medicine, 
36:1-4. 1965. 

(27) Co Tui and C. Debruille, “The Com¬ 
parative Toxicity and Effectiveness of Sco¬ 
polamine Hydrobromide and Scopolamine 
Aminoxide Hydrobromide," American Jour¬ 
nal of Pharmacy. 117:319-326, 1945. 

(28) Shader. R. I. and D. J. Greenblatt,. 
“Uses and Toxicity of Belladonna Alkaloids 
and Synthetic Anticholinergics.” Seminars 
in Psychiatry. 3:449-476, 1971. 

d. Miscellaneous compounds— (1) 
Acetaminophen, aspirin, salicylamide. 
The Commissioner has no evidence 
that these ingredients are effective 
OTC nighttime sleep-aids. The drugs 
were deferred to the Advisory Review 
Panel on OTC Internal Analgesic and 
Antirheumatic Drug Products for an 
opinion on their analgesic effects. 
That Panel's recommendations were 
published in the Federal Register of 
July 8. 1977 (42 FR 35346). 

(2) Passion flower extract, thiamine 
hydrochloride. The Commissioner has 
not been presented with any valid sci¬ 
entific data to support the use of these 
ingredients as OTC nighttime sleep- 
aids. The Commissioner is unable to 
identify a role for either passion 
flower extract or thiamine hydrochlo¬ 
ride In the central nervous system in 
inducing sedation. Therefore, these in¬ 
gredients are classified by the Com¬ 
missioner as Category II for use in 
OTC nighttime sleep-aid products. 

Category II Labeling 

The Commissioner concludes that 
the following labeling claims are clas¬ 
sified as Category n and shall be re¬ 
moved from OTC nighttime sleep-aid 
labeling because they are seriously 
misleading or ambiguous: “natural 
sleep”, “normal sleep”, “sound sleep”, 
“non-habit-forming”, “guaranteed 
(fast acting)”, “refreshing sleep”, 
“helps you relax so you can fall 
asleep”. 

“Natural sleep” is ambiguous since 
“natural is not a well-defined term and 
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could have referred to a natural feel¬ 
ing state in the morning or to normal 
appearing sleep by any number of 
physiological criteria. The term is mis¬ 
leading when these drugs are taken, 
since the drug is an exogenous non- 
naturally occurring agent introduced 
into the body. Hence, the body is obvi¬ 
ously not entirely in its “natural*’ 
state during drug-induced sleep. 

“Normal sleep” is ambiguous and is 
misleading for the same reasons given 
under natural sleep. “Sound sleep” is 
similarily ambiguous. The term “non- 
habit-forming” is misleading, undesira¬ 
ble and probably false because it is 
very hard to prove that any product 
with psychotropic activity can be non- 
habit-forming; but more importantly, 
there is an insinuation that other 
OTC sleep-aid products obviously are 
habit-forming. 

“Guaranteed” is misleading and a 
false promise if used in a general way 
such as “guaranteed fast-acting”. No 
drug helps 100 percent of the time. 
The Commissioner concludes that the 
word “guarantee” should be prohibit¬ 
ed in regard to medical claims. The 
Commissioner will not comment on 
the use of the term in labeling when it 
refers to promotional consideration 
such as “Guarantee: Your money will 
be refunded without question if you 
are in any way dissatisfied with this 
product”. 

“Refreshing sleep” is misleading and 
ambiguous since the term “refreshing” 
is difficult to define. 

As discussed in comment 44, the 
claim “Helps you relax so you can fall 
asleep” is confusing since the term 
“relax” has calmative connotations 
that do not properly relate to the OTC 
use of nighttime sleep-aids. 

The Commissioner concludes that 
approval of an active ingredient or 
combination of active ingredients for a 
particular indication should not be in¬ 
terpreted as unique to the active in¬ 
gredient or to the combination. Label¬ 
ing, package insert, or advertising 
shall not refer to such approval either 
directly or by inference as a unique or 
an exclusive endorsement of such an 
ingredient or combination of ingredi¬ 
ents. 

3. Category III conditions under 
which the available data are insuffi¬ 
cient to permit final classification at 
this time . 

Category III Active Ingredients 

The Commissioner concludes that 
the available data are insufficient to 
permit final classification of the 
claimed OTC nighttime sleep-aid in¬ 
gredients listed below. The Commis¬ 
sioner believes it reasonable to provide 
3 years for the development and 
review of such data. Marketing need 
not cease during this time for those 
products currently being marketed as 
OTC nighttime sleep-aids if adequate 


testing is undertaken. If adequate ef¬ 
fectiveness and/or safety data are not 
obtained within 3 years, however, the 
ingredients listed in this Category 
shall no longer be marketed as OTC 
nighttime sleep-aids. 

Antihistamines 

Diphenhydramine hydrochloride . 1 

Doxylamine succinate. 1 

Phenyltoloxamlne dihydrogen citrate. 1 

Pyrilamine maleate. 

a. General discussion . The Advisory 
Review Panel on OTC Nighttime 
Sleep-aid, Daytime Sedative, and Stim¬ 
ulant Drug Products proposed (40 FR 
57292) a concept known as “Category 
III with a marketing hold” for doxyla¬ 
mine succinate and phenyltoloxamine 
dihydrogen citrate, two ingredients 
never before marketed as OTC night¬ 
time sleep-aids. These ingredients are 
currently available in OTC drug prod¬ 
ucts for other indications at dosages 
lower than those recommended for 
these ingredients as nighttime sleep- 
aids. 

The Panel also recommended that 
the ingredient diphenhydramine hy¬ 
drochloride, a prescription drug which 
has never been legally marketed for 
any indication for OTC use, be classi¬ 
fied as Category III as a nighttime 
sleep-aid, and suggested marketing be 
permitted while final testing is carried 
out. 

The Commissioner determined that 
the procedures promulgated in the 
Federal Register of May 11. 1972 (37 
FR 9464), establishing the OTC Drug 
Review, did not provide for a “market¬ 
ing hold” for Category III conditions 
and that such a concept is equivalent 
to classifying an ingredient in Catego¬ 
ry II. In addition, the Commissioner 
determined that the classification of a 
prescription ingredient, like diphenhy¬ 
dramine hydrochloride, in Category 
III represented no more than an opin¬ 
ion that the ingredient may be shown 
at some future time to be generally 
recognized as safe and effective for 
OTC use with adequate studies. 

The Commissioner concluded that 
doxylamine succinate, phenyltoloxa¬ 
mine dihydrogen citrate and diphen¬ 
hydramine hydrochloride as nighttime 
sleep-aids were new drugs within the 
meaning of section 201(p) of the act 
implemented by § 310.3(g) and (h)(5) 
(21 CFR 310.3(g) and (h)(5)). 

Subsequently, the Commissioner 
issued final regulations (21 CFR 
330.13) to clarify the interim market¬ 


1 These ingredients have not been market¬ 
ed previously as OTC night time sleep-aids. 
Therefore, according to 21 CFR 330.13 (41 
FR 32850, August 4, 1976), marketing of 
these ingredients as OTC nighttime sleep- 
aids is prohibited prior to determination by 
the Commissioner that they are generally 
recognized as safe and effective, or a new 
drug application for the product has been 
approved. 


ing status of prescription ingredients 
or OTC ingredients in higher dosages 
than those available OTC and re¬ 
viewed and classified by the Panel in 
Category I, II. or III. Those regula¬ 
tions were published in the Federal 
Register of August 4, 1976 (41 FR 
32580), and became effective on Sep¬ 
tember 3, 1976. The regulations pro¬ 
vide. among other things, that an OTC 
advisory review panel may place in 
Category III an active ingredient, lim¬ 
ited on or after May 11. 1972, to pre¬ 
scription use for the indication under 
consideration by the panel, or an 
active ingredient recommended for use 
at a dosage level higher than that 
available in any OTC drug product on 
December 4. 1975. However, these in¬ 
gredients may not be lawfully market¬ 
ed until the ingredient is determined 
by the Commissioner to be generally 
recognized as safe and effective, or 
until a new drug application for the 
product has been approved. 

The Commissioner concludes, based 
on the available data, that doxylamine 
succinate, phenyltoloxamine dihydro¬ 
gen citrate and diphenhydramine hy¬ 
drochloride shall be Category HI as 
OTC nighttime sleep-aids. However, 
marketing of these ingredients for the 
sleep-aid indication cannot take place 
unless and until they are classified in 
Category I in the final monograph, or 
until the required testing is completed 
pursuant to the Category IH Testing 
Guidelines published in the Federal 
Register of April 12, 1977 (42 FR 
19137), and described below and the 
Commissioner determines the ingredi¬ 
ents to be generally recognized as safe 
and effective for such use pursuant to 
a petition to amend the monograph, or 
a new drug application is approved for 
such use. 

b. Antihistamines . Histamine is a 
chemical substance normally con¬ 
cerned with inflammatory responses 
to irritants or injury. In sensitized in¬ 
dividuals, it is released in one or more 
target organs (especially skin and 
mucous membranes) causing allergic 
reactions such as itching, swelling, hay 
fever, asthma, etc. (Ref. 1). 

The antihistamines, as their name 
implies, are a class of drugs useful in 
antagonizing these actions of hista¬ 
mine. They can also exert side actions, 
including both drowsiness and then 
stimulation, depending upon the dose 
(Ref. 2). The sedative action, common¬ 
ly seen in allergic patients, may be the 
major effect observed with their use in 
nonallergic individuals. This has led to 
the introduction of the application of 
this sedative action as the primary 
effect of some antihistamines in OTC 
sleep-aids marketed for a target popu¬ 
lation whose chief complaint is sleep¬ 
lessness. 

The mechanism by which antihista¬ 
mines accomplish the blockage or an¬ 
tagonism is apparently a competitive 
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inhibition of already released hista¬ 
mine, rather than an interference with 
the release itself (Ref. 3). Thus, the 
skin manifestations of histamine re¬ 
lease, i.e„ itch, flare, wheal, capillary 
permeability and edema, are all de¬ 
creased by antihistamines, although 
the dosage varies with the relative po¬ 
tency of the compound itsed. For ex¬ 
ample. equivalent inhibition of hista¬ 
mine-induced skin wheals is produced 
in man by 25 mg promethazine and 
175 mg of pyrilamine (Ref. 4). 

In the respiratory tract, rhinorrhea 
and bronchospasm are both decreased 
by antihistamines. Paradoxically, anti¬ 
histamines themselves can cause bron- 
ochoconstriction in man. and they 
have been shown to cause contraction 
of isolated strips of guinea pig trache¬ 
al smooth muscle at concentrations in 
the usual antihistaminic therapeutic 
range (Refs. 5 and 6). 

Apart from their specific antogonism 
to the actions of histamine, the anti¬ 
histaminic drugs may also exert other 
effects, some useful, some undesirable. 
Stimulation of the central nervous 
system has been observed in some pa¬ 
tients with Tocal cortical lesions, in 
whom small doses of antihistamines 
may cause electroencephalographic 
(EEG) activation and even frank sei¬ 
zures (Ref. 7). Excessive doses in any 
patient may cause restlessness, excita¬ 
tion, delirium, tremors and even con¬ 
vulsions (Ref. 2). Depression of the 
central nervous system is also fre¬ 
quently observed with the use of anti¬ 
histaminic drugs. When these drugs 
are used to block histamine, drowsi¬ 
ness is common with antihistaminic 
therapeutic doses, a characteristic 
which makes the use of these drugs 
possible as OTC nighttime sleep-aids. 

Sedation is perhaps the most fre¬ 
quently reported side effect associated 
with the use of antihistaminic agents 
(Ref. 1). Its manifestations may vary 
from inability to concentrate, dizziness 
and incoordination, to deep sleep. The 
sedative effect can be hazardous in 
ambulatory patients whose daytime 
activities require mental alertness and 
motor coordination (e.g., driving an 
automobile). The sedative effect, of 
course, would become the primary in¬ 
dication when these drugs are market¬ 
ed for use as OTC nighttime sleep- 
aids. 

Antihistamines not only have the 
two primary indications discussed 
above, but also exhibit a number of 
other side effects and toxicities, many 
related to anticholinergic activity 
(Ref. 8). 

Central and peripheral nervous 
system manifestations of toxicity from 
the use of antihistaminic drugs may 
include dizziness, tinnitus (ringing in 
the ears), lassitude, incoordination, fa¬ 
tigue, blurred vision, double vision, eu¬ 
phoria, nervousness, irritability, in¬ 
somnia, anxiety, disorientation, ver¬ 


tigo. confusion, deliruim, hyperre- 
flexia, tremors, muscle spasm, convul¬ 
sions (especially in children) and coma 
(Ref. 9). Fatal or near fatal overdoses 
cause fixed, dilated pupils, muscular 
twitchings followed by convulsions, 
coma, circulatory collapse and respira¬ 
tory failure. Convulsions may persist 
for 24 hours, coma for 2 days, but 
death rarely occurs later than 24 
hours after ingestion, unless due to in¬ 
fection associated with agranulocyto¬ 
sis (Ref. 10). 

Gastrointestinal manifestations may 
include loss of appetite, nausea, vomit¬ 
ing. epigastric distress, constipation or 
diarrhea. 

Cardiovascular symptoms may in¬ 
clude palpitations (Le.. irregularities of 
heart rate and/or rhythm), hypoten¬ 
sion, headache or tightness of the 
chest. In the genitourinary system, in¬ 
creased urinary frequency and/or dif¬ 
ficulty in urination may be encoun¬ 
tered. Skin rashes and photo-sensitiv¬ 
ity may occur. Hematologic complica¬ 
tions, fortunately rare, include leuco- 
penia, thrombocytopenia, hemolytic 
anemia and agranulocytosis. Depend¬ 
ing upon dose response relationships, 
some antihistamines may actually lib¬ 
erate histamine or serotonin, thus pos¬ 
sibly contributing to adverse reactions 
such as bronchospasm. 

Most antihistamines have some anti¬ 
cholinergic (artopine-like, belladonna¬ 
like) activity (Ref. 8). The action is not 
usually intense enough to be of thera¬ 
peutic significance, but this activity 
may account for dryness of the month 
seen in some patients and, more 
rarely, for other dysfunctions such as 
difficulty in urination and impotence 
(Ref. 1). Tingling, heaviness, and 
weakness of the hands may also be ob¬ 
served. Overdoses may cause mamma¬ 
ry gland enlargement in both sexes, 
with secretion of milk. This effect has 
been attributed to depression of the 
hypothalamus with release of lacto¬ 
genic hormone (Ref. 10). 

The Commissioner is aware that the 
differences in chemical structure of 
the various antihistamine groups will 
have a significant effect on the sleep- 
aid indication. The groups may be 
classified as follows (Ref. 11): 

Ethanolamines (examples: Diphen¬ 
hydramine, doxylamlne and phenylto- 
loxamine). The drugs in this group are 
potent and effective histamine antago¬ 
nists that possess significant atropine¬ 
like activity and have a pronounced 
tendency to induce sedation. With 
conventional antihistamine treatment 
doses, about half of the individuals 
who are treated with these drugs expe¬ 
rience drowsiness. The incidence of 
gastrointestinal side effects, however, 
is low in this group. 

Ethylenediamines (examples: Meth- 
apyrilene and pyrilamine). These, too, 
are highly effective histamine antago¬ 
nists. These agents do not have a 


strong central nervous system action 
and may not produce a therapeutic 
somnolence even though a fair 
number of patients will exhibit drowsi¬ 
ness. Gastrointestinal side effects are 
quite common. This group contains 
some of the oldest and best-known 
antihistamines. 

Alkylamines (example: Chlorphenir¬ 
amine). Antihistamines in this group 
are among the most active histamine 
antagonists and are generally effective 
in relatively low doses. These agents 
are not so prone to produce drowsiness 
and may be among the more suitable 
agents for daytime use; but again, a 
significant proportion of patients do 
experience this effect. Side effects in¬ 
volving central nervous system stimu¬ 
lation are more common in this than 
in other groups. 

Piperazine (example: Chlorcycli- 
zine). The oldest member of this 
group, chlorcyclizine, is a valuable his¬ 
tamine antagonist with prolonged 
action and comparatively low inci¬ 
dence of drowsiness. The others are 
used primarily to counter motion sick¬ 
ness. The incidence of untoward ef¬ 
fects, both central nervous system de¬ 
pressant and atropine-like, seems to 
compare favorably with that of other 
antihistamines. The possibility of 
some dulling of mental alertness 
should be borne in mind when the sub¬ 
ject may be called upon to perform ex¬ 
acting and potentially hazardous 
tasks, such as driving a car. 

Phenothiazines (example: prometha¬ 
zine). Most drugs of this class are his¬ 
tamine antagonists. The prototype, 
promethazine, was introduced in 1946 
for the management of allergic condi¬ 
tions. The prominent sedative effects 
of this compound and its value in 
motion sickness were early recognized. 
Promethazine and its many congeners 
are now used primarily for their cen¬ 
tral depressant properties. 

The problem for all the antihista¬ 
mines when used as OTC nighttime 
sleep-aids, is to ensure that the dosage 
recommended is adequate for the in¬ 
tended sedative effect desired, yet not 
so large that toxic effects result. The 
Commission is concerned that in cur¬ 
rently available antihistamine OTC 
products promoted for sleep, dosages 
may have been reduced by the manu¬ 
facturer to borderline or ineffective 
levels to avoid toxicity. The Commis¬ 
sioner concludes that higher doses as 
recommended below should be studied 
for some antihistamines to be used as 
nighttime sleep-aids. 

Except for methapyrilene and pyri¬ 
lamine, the Commission is unaware of 
any products containing antihista¬ 
mines promoted for sleep on the OTC 
market. Pyrilamine is currently used 
as an OTC sleep-aid at very low doses 
and therefore, information to make a 
final determination that this ingredi¬ 
ent should be generally recognized as 
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safe and effective is insufficient. Until 
such time as these data are available 
to the FDA, the Commissioner con¬ 
cludes that pyrilamine be placed in 
Category III, with an additional period 
of 3 years for testing. As discussed 
above in this document, methapyrila- 
mine has been reclassified as Category 
II due to its possible carcinogenic po¬ 
tential. 
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(1) Diphenhydramine hydrochloride. 
The Commissioner concludes that 
clinical experience with diphenhydra¬ 
mine hydrochloride as a prescription 
drug for use as an antihistamine agent 
strongly suggests that in an appropri¬ 
ate dosage (50 mg to a maximum 100 
mg single dose at bedtime) it may be 
effective as an OTC nighttime sleep- 
aid. 

Physicians have used diphenhydra¬ 
mine hydrochloride as a sleep-aid for 
many years because of its sedative side 
effects. However, since only a few 
studies exist for the sleep indication, 
the Commissioner has determined 
that further testing is required to es¬ 
tablish the safety of diphenhydramine 
hydrochloride as an OTC nighttime 
sleep-aid. 

Diphenhydramine hydrochloride is 
not currently available as a single 
active ingredient for OTC use, but be¬ 


cause of well-established and docu¬ 
mented safe clinical use for many 
years as a prescription drug for var¬ 
ious indications the Commissioner 
concludes that this ingredient is classi¬ 
fied as Category III for the sleep-aid 
indication. However, since diphenhy¬ 
dramine hydrochloride has never been 
legally marketed OTC for any indica¬ 
tion, regulations governing the mar¬ 
keting status of ingred ients recom¬ 
mended for OTC use (21 CFR 330.13), 
prohibit marketing of diphenhydra¬ 
mine hydrochloride as an OTC night¬ 
time sleep-aid until the Commissioner 
determines that it is generally recog¬ 
nized as safe and effective or a new 
drug application for this indication 
has been approved. 

Available evidence suggests that 
doses of 25 mg are ineffective (Refs. 1, 
2, and 3). However, EEG studies with 
25 and 30 mg doses indicate sedation, 
especially with the larger dose (Ref. 
4). Doses of 50 mg or more have been 
reported to be as effective as doses of 
100 mg or more of secobarbital or pen¬ 
tobarbital (Refs. 5 through 9). An ad¬ 
ditional well-controlled study is re¬ 
quired to determine whether diphen¬ 
hydramine in doses of 50 mg is both 
effective and sufficiently safe to 
permit its use as an OTC nighttime 
sleep-aid. This will not require but 
may include EEG studies. 

Diphenhydramine was the first anti¬ 
histamine produced in this country 
(Ref. 10). It is described (Ref. 11) as a 
potent antihistamine with a high inci¬ 
dence of sedation, mild antitussive ef¬ 
fects and antiemetic effectiveness 
equal to dimenhydrinate. and is the 
antihistamine of choice for parenteral 
use in treatment of anaphylactic reac¬ 
tions. 

Based on a review of this drug by 
the National Academy of Sciences/Na¬ 
tional Research Council (NAS/NRC), 
it was classified as “probably” effec¬ 
tive for the sedation indication as fol¬ 
lows: “For intractable insomnia and 
insomnia predominant in certain medi¬ 
cal disorders.” That group recom¬ 
mended that final classification re¬ 
quired further investigation (Ref. 12). 

The sedative properties of diphenhy¬ 
dramine have been employed by anes¬ 
thesiologists as a useful adjunct to 
preoperative medication (Refs. 13 and 
14). The sedative action of diphenhy¬ 
dramine has been utilized in obstetric 
patients during labor (Ref. 15) and in 
the preoperative preparation of surgi¬ 
cal patients (Ref. 13). Sedation deter¬ 
mined by EEG examination was re¬ 
ported in one laboratory study (Ref. 
4), while effectiveness in producing 
sleep was verified in two other EEG 
laboratories (Refs. 5 and 21) and also 
in a comprehensive drug surveillance 
program (Refs. 6 and 9). 

Curiously, although antihistaminic 
drugs commonly produce drowsiness 
in patients, this effect is not observed 


in animals receiving comparable doses 
(Ref. 16). Therefore, a suitable animal 
model to test the sedative effect of 
new antihistaminic compounds in man 
does not exist. However, Winter (Ref. 
16) postulated that it is possible to 
demonstrate a sedative action of an 
antihistaminic drug in animals by 
giving the test drug in connection with 
administration of a drug of know seda¬ 
tive action. This was accomplished 
with diphenhydramine and other anti- 
histaminics administered in doses of 
10 mg/kg injected subcutaneously into 
mice, followed in hour by intraperi- 
toneal administration of hexobarbital 
100 mg/kg. The mean (average) sleep¬ 
ing time was prolonged about 40 per¬ 
cent by diphenhydramine, from 
39.2±1.4 minutes to 56.4±1.9 minutes. 
Similarly, diphenhydramine 10 mg/kg 
prolonged mean sleep time obtained 
with pentobarbital 50 mg/kg in mice 
from 36.0±0.86 minutes to 53.8±0.86 
minutes. Comparable results were ob¬ 
tained using guinea pigs receiving di¬ 
phenhydramine 10 mg/kg and hexo¬ 
barbital 35 mg/kg. Sleep time was pro¬ 
longed from 50 to 73 minutes. 

Other investigators (Refs. 17 and 18) 
have confirmed prolongation of barbi¬ 
turate sleep as a valid method for 
demonstrating the sedative action of 
antihistaminic drugs in animals. It 
should be noted that the studies above 
demonstrate only prolongation of 
sleep and not a true potentiation of 
the sediative effect of the barbiturate 
used. For example, a subhypnotic dose 
of pentobarbital (25 mg/kg intraperi- 
toneally) in mice was not converted to 
a sleep dose by the addition of diphen¬ 
hydramine in doses of 12.5 to 100 mg/ 
kg orally (Ref. 3). 

The sedative effect of diphenhydra¬ 
mine, alone or in combination, has 
been evaluated in a variety of ways. 
Sachs (Ref. 19) found it the major side 
effect in a series of 1,210 patients re¬ 
ceiving diphenhydramine. 

Friedlander (Ref. 5) examined sleep 
EEG’s of 48 patients receiving secobar¬ 
bital 200 mg or diphenhydraime 100 
mg by mouth (the first sleep was with 
secobarbital in 21 patients). Both 
drugs were equally effective in induc¬ 
tion and maintenance of sleep. Minor 
differences in the amount of abnormal 
brain activity of various types led 
Friedlander to the conclusion that, in 
the dosage given, diphenhydramine 
might be “a little better drug” than se¬ 
cobarbital for obtaining sleep EEG’s. 

In a study by Goldstein et al. (Ref. 
4), EEG frequency analysis in 42 
human volunteers receiving diphenhy¬ 
dramine in doses of 25 or 50 mg re¬ 
vealed predominantly increased low 
amplitude activity (i.e., “low energy se¬ 
dation”). Not surprisingly, the effect 
was more marked with the larger dose. 

Noell et al. (Ref. 8) used more than 
3,000 male volunteers in a carefully 
controlled daytime EEG study of 33 
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antihistamines, secobarbital and place¬ 
bo. Diphenhydramine 60 mgr ranked 
second among the antihistamines, 
after dimenhydrinate, in time to “end 
of wakefulness" and thirteenth In 
time to "onset of sleep". It was signifi¬ 
cantly superior to placebo in both of 
these effects. 

Jaattela et al. (Ref. 20) compared 
the effects of oral daytime administra¬ 
tion of the tranquilizer diazepam 10 
mg. diphenhydramine 50 mg and pla¬ 
cebo (sodium lactate) on mood and 
psychomotor function in 270 healthy 
medical students 20 to 23 years of age. 
divided into three groups (65 men, 25 
women). Both drugs decreased activity 
in men and women and caused some 
euphoria in men. Diphenhydramine 
had a slightly greater depressant 
effect than diazepam on mental func¬ 
tions (as determined by standard tests, 
e.g., Nowlis adjective check list, digit 
symbol test and ability to repeat num¬ 
bers in series). 

An abstract by Bjerver and Goldberg 
(Ref. 2) refers to the central depres¬ 
sant action of as number of antihista¬ 
mine compounds, including diphenhy¬ 
dramine, without providing details. 

Three studies were designed to 
evaluate the sedative-hypnotic effects 
of the ingredients methaqualone 250 
mg and diphenhydramine 25 mg sepa¬ 
rately and together in combination. 
The combination was derived from the 
demonstrated potentiation of metha¬ 
qualone by diphenhydramine in the 
laboratory (Ref. 21). The first study 
was conducted by Beaubien et al. (Ref. 
1) on psychiatric in-patients who re¬ 
ceived unidentified capsules contain¬ 
ing either the combination, methaqua¬ 
lone 250 mg or diphenhydramine 25 
mg. The capsules were distributed at 
random to 18 patients in double-blind 
fashion for a total of 200 sleeps. 
Nurses and patients each rated induc¬ 
tion and duration of sleep and pres¬ 
ence or absence of morning drowsiness 
and sluggishness on a 4-point scale. 

There was some indication that the 
combination is superior to either 
methaqualone or diphenhydramine 
alone in regard to sleep induction, 
while the combination and methaqua¬ 
lone alone are equal and both superior 
to diphenhydramine 25 mg in main¬ 
taining sleep. 

In the second study. Bordeleau et al. 
(Ref. 22) compared the sleep produced 
during 5 consecutive nights by the 
combination (methaqualone 250 mg 
and diphenhydramine 25 mg), metha¬ 
qualone 250 mg, diphenhydramine 25 
mg, secobarbital 200 mg and placebo in 
101 female psychiatric patients averag¬ 
ing 37.1 years (range 17 to 62 years.). 
Results were evaluated with a ques¬ 
tionnaire concerning duration and 
quality of falling asleep, duration and 
quality of sleep itself and subjective 
state on awakening and during the 
morning. The two single hypnotics 


(methaqualone and secobarbital) and 
the combination were found signifi¬ 
cantly superior to diphenhydramine 
and the placebo in quality and dura¬ 
tion of both falling asleep and sleep 
itself. It was impossible to differenti¬ 
ate diphenhydramine 25 mg from the 
placebo in any of the five parameters 
of sleep studied. 

In a third study, by Norris and 
Telfer (Ref. 14). the sedative effective¬ 
ness of diphenhydramine 25 mg ap¬ 
peared more favorably. This again was 
a comparison of the sedative effects of 
methaqualone 250 mg and diphenhy¬ 
dramine 25 mg in fixed combination, 
the individual ingredients and placebo 
in 200 otherwise healthy female pa¬ 
tients undergoing minor gynecologic 
operations. The patients were divided 
into groups of 50, handled in double¬ 
blind fashion. Although both the 
mean sedation score and the number 
of patients showing good sedation 
were higher after the combination 
than after diphenhydramine 25 mg, 
the differences were not statistically 
significant. Changes in heart rate and 
blood pressure were minimal after 
each of the drugs, and postoperative 
nausea and vomiting were rare. 

Cappe and Pollin (Ref. 15), aware of 
the sedative side effects of antihista¬ 
mine drugs, explored the extent of 
hypnosis and analgesia with diphenhy¬ 
dramine and chlorprophenpyridamine 
in obstetric patients during labor and 
delivery. Each drug was administered 
to 30 patients in fractional doses intra¬ 
venously. Moderate analgesia was 
achieved in 35 to 40 percent of pa¬ 
tients receiving diphenhydramine (30 
to 120 mg) or chlorprophenpyrid¬ 
amine. Untoward effects included nau¬ 
sea, vomiting and drop in blood pres¬ 
sure, but not respiratory depression in 
the newborn. 

In another study, Lear et al. (Ref. 
13) compared the sedative effective¬ 
ness of preoperative medication with 
various tranquilizers in 1,159 surgical 
patients. They administered chlorpro- 
mazine 12.5 to 50 mg intramuscularly 
to 350 patients, mepazine 200 to 400 
mg orally to 434, promethazine 25 to 
50 mg intramuscularly to 193 and di¬ 
phenhydramine 50 to 100 mg intra¬ 
muscularly to 132, using as controls a 
mixed series of 262 patients who re¬ 
ceived either morphine or meperidine 
and a belladonna derivative with or 
without a barbiturate. All of the tran¬ 
quilizers diminished undesirable reflex 
activity while causing less overall de¬ 
pression than with the narcotics and 
barbiturates. The incidence of post-op¬ 
erative nausea and vomiting was re¬ 
duced, especially with chlorpromazine. 
Among the 182 patients receiving di¬ 
phenhydramine, sedation was rated as 
nil in 15 percent, slight in 34 percent, 
moderate in 46 percent and marked in 
5 percent. The authors noted that di¬ 
phenhydramine has been used clinical¬ 


ly at bedtime for sedation, either 
alone or In combination with barbitu¬ 
rates. for the apprehensive patient. 
Occasionally it has replaced the barbi¬ 
turates for sedation, even in the aller¬ 
gic patient. The authors further noted 
that diphenhydramine combined with 
meperidine is useful preoperatively for 
brief procedures requiring early ambu¬ 
lation such as vein ligations and for 
other forms of minor surgery such as 
dilatation and curettage, removal of 
simple breast tumors, and incision and 
drainage. 

Two pertinent papers have emerged 
from a group headed by Jick and 
Slone, who have established a compre¬ 
hensive drug surveillance program in 
three Boston hospitals. The first of 
these (Ref. 6) concerns a double-blind 
comparison in adult medical patients 
of three hypnotic drugs: Chloral be¬ 
taine 750 mg (equivalent to chloral hy¬ 
drate 500 mg), diphenhydramine 50 
mg, pentobarbital 100 mg and a place¬ 
bo. Fifty bottles of each of the drugs 
and 100 of placebo were numbered 
randomly and assigned in numerical 
order to patients requiring hypnotics. 
Of the original 250 patients entered 
into the trial, 195 (86 males. 109 fe¬ 
males) received one or more of the 
prepared capsules. The average age 
and weight of patients receiving one of 
the hypnotic drugs were 56.3 years 
and 70.8 kg, respectively, and of those 
receiving placebo were 53.7 years and 
68.5 kg, respectively. Hypnotic effec¬ 
tiveness was rated by the physician as 
"good," "fair,” "poor," or "don’t 
know." Because 59 patients received a 
"don’t know" rating, analysis of effec¬ 
tiveness was confined to the remaining 
136 patients. Statistically, no differ¬ 
ences were evident (P=0.50) among 
the hypnotic drugs but ah were superi¬ 
or to placebo: Ratings were "good" or 
"fair" in 17 of 24 patients receiving 
chloral betaine, 23 of 28 with diphen¬ 
hydramine, 20 of 24 with pentobarbi¬ 
tal and 28 of 60 with placebo. 

The second report from this drug 
surveillance program (Ref. 9) concerns 
the clinical effects of four hypnotic 
drugs (chloral hydrate, diphenhydra¬ 
mine, secobarbital and pentobarbital) 
in 2,045 patients, each receiving one or 
more of the four drugs in the treat¬ 
ment of insomnia.^ All four drugs were 
reasonably effective but, unfortunate¬ 
ly. no placebo was used. In the case of 
diphenhydramine, it is of interest to 
note that doses were 100 mg in 46 pa¬ 
tients (9 percent) and 25 mg in 24 pa¬ 
tients (5 percent). Adverse effects were 
reported in nine patients (1.8 percent) 
receiving diphenhydramine; of these, 
seven received 50 mg and two received 
100 mg. Vomiting occurred in one case 
and central nervous system depression 
in eight, in one of which depression 
was deemed "major." All of the pa¬ 
tients recovered promptly when the 
drug was discontinued, and there were 
no complications. 
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Another study, by Teutsch et al. 
(Ref. 23), evaulated sleep following 
pentobarbital 100 mg, diphenhydra¬ 
mine 50 mg. methapyrilene 50 mg or 
placebo in 159 patients in two Veter¬ 
ans Administration Hospitals. They 
found that both pentobarbital and di¬ 
phenhydramine, but not methapyri¬ 
lene. were significantly better than 
the placebo when evaluated by the 
subjective question “How long did you 
sleep?" In one of the two hospitals, 
methapyrilene was superior to the pla¬ 
cebo, while in the other hospital, it 
was not. The authors further state 
that these findings confirm the results 
of another comparison between pento¬ 
barbital and diphenhydramine which 
they conducted earlier in 110 patients. 

Vogel et al. (Ref. 24) conducted a 
double-blind EEG study of the effect 
of diphenhydramine 50 mg on the 
sleep of six healthy adult volunteers 
with both subjective and objective in¬ 
somnia. Placebo controls were not 
used. 

Significant changes were observed 
by Vogel. They included a decrease in 
sleep latency and an increase in total 
sleep time, the latter being mainly ac¬ 
complished by a significant increase in 
stage 2 sleep. The drug had no effect 
on delta or deep sleep. There was a 
small but statistically significant rapid 
eye movement (REM) deprivation (sig¬ 
nificant reduction in duration of REM 
sleep and increase in REM latency, 
with an almost significant REM re¬ 
bound). There were no significant 
changes in subjective sleep variables, 
nor were important side effects en¬ 
countered. Slightly more than base 
line drowsiness was reported by four 
of the six subjects the next morning, 
by two subjects on three and six morn¬ 
ings, respectively, following drug ad¬ 
ministration and by one subject one 
evening. It was concluded that diphen¬ 
hydramine 50 mg significantly de¬ 
creased EEG latency and increased du¬ 
ration of EEG sleep without signifi¬ 
cant side or toxic effects. 

Diphenhydramine has been classed 
as a potent antihistamine with a high 
incidence of sedation (Ref. 11). The 
data in the present reports are confir¬ 
matory and suggest that a useful seda¬ 
tive-hypnotic effect may be obtained 
with diphenhydramine in doses of 50 
to 100 mg. Diphenhydramine hydro¬ 
chloride 25 mg, the amount contained 
in a combination preparation previous¬ 
ly described (Ref. 14), is much less ef¬ 
fective than the other constituent, 
methaqualone 250 mg. 

With reference to safety, available 
data (Ref. 25) indicate a definite but 
low order of toxicity, unless dosage ex¬ 
ceeds 100 mg. Instances of poisoning, 
accidental and suicidal, have been re¬ 
ported with diphenhydramine. Toxic 
psychoses from overdose of the drug 
have been observed (Ref. 26). Possibly 
the earliest suicide was that reported 


by Duerfeldt in 1947 (Ref. 27). Wyn- 
gaarden and Seevers (Ref. 28) listed a 
6-month-old child who died in convul¬ 
sions and a group of adults, ranging 
from 18 to 72 years in age, who sus¬ 
tained nonfatal convulsions, excita¬ 
tion, toxic psychosis, coma, petit mal 
or somnolence. These are typical ex¬ 
amples rather than a complete compi¬ 
lation. 

Also of interest are observations 
that diphenhydramine is an enzyme 
inducer, i.e., it stimulates the activity 
of microsomal enzymes in the liver 
which metabolize a variety of drugs 
(Refs. 29 through 32). Examples of 
drugs whose metabolism in the body is 
so accelerated are zoxazolamine (Ref. 
29), aminopyrine (Ref. 31) carisopro- 
dol (Ref. 30), some oral anticoagu¬ 
lants, barbiturates, corticosteroids, di- 
phenylhydantoin, griseofulvin and di¬ 
phenhydramine itself (Ref. 27). Since 
enzyme induction requires repeated 
use of the inducing drug, this problem 
would ordinarily not occur with OTC 
preparations intended for occasional 
use. 

The Commissioner concludes that 
evidence already at hand strongly sug¬ 
gests that diphenhydramine in an ap¬ 
propriate dosage (50 mg single dose at 
bedtime) could prove effective as an 
OTC nighttime sleep-aid. 

However, only a few studies exist for 
the sleep indication, and, therefore, 
the Commissioner concludes that a 
minimum of two well-controlled clini¬ 
cal studies following the principles es¬ 
tablished in §314.111(a)(5)(ii) are re¬ 
quired to establish the safety and ef¬ 
fectiveness of diphenhydramine hy¬ 
drochloride as an OTC nighttime 
sleep-aid. The Commissioner believes 
that reported observations of anticho¬ 
linergic and other side effects cannot 
be overlooked and need to be evaluat¬ 
ed. Both the 50 mg and 100 mg dosage 
levels should be studied with a careful 
comparison of side effects at both 
dosage levels. In view of the extensive 
EEG data already available, additional 
EEG studies will not be required to 
demonstrate effectiveness. While this 
ingredient is classified in Category HI, 
regulations on the marketing status of 
ingr edien ts recommended for OTC use 
(21 CFR 330.13) prohibit lawful mar¬ 
keting of diphenhydramine hydrochlo¬ 
ride as an OTC nighttime sleep-aid 
until the Commissioner determines 
that it is generally recognized as safe 
and effective or a new drug applica¬ 
tion for the product has been ap¬ 
proved. 
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(2) Doxylamine succinate. This drug 
is presently marketed as an antihista¬ 
mine available by prescription in doses 
of 12.5 to 25 mg 3 to 4 times daily for 
adults, or 6.25 mg 2 to 4 times daily for 
children under 12 years and is also 
available OTC as an antihistamine in 
doses of 3.75 to 7.50 mg 3 to 4 times a 
day for adults or 3.75 mg 4 times a day 
for children under 12 years. 

The Commissioner concludes that in 
an appropriate dosage (25 to a maxi¬ 
mum 50 mg single dose at bedtime), 
doxylamine succinate may be both 
safe and effective as an OTC night¬ 
time sleep-aid, but further evidence of 
safety and effectiveness is needed and 
therefore, places this ingredient in 
Category III. 

However, final regulations on the 
marketing status of OTC ingredients 
(21 CFR 330.13) state that an active 
ingredient at a dosage level higher 
than that available in any OTC drug 
product on December 4, 1975, and clas¬ 
sified in Category III, may not be law¬ 
fully marketed until the ingredient is 
determined by the Commissioner to be 
generally recognized as safe and effec¬ 
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tive or a new drug application for the 
product has been approved. 

In antihistaminic sedative potency, 
doxylamine succinate resembles other 
antihistamines in the ethanolamine 
class. One paper (Ref. 1) indicates that 
doxylamine succinate is a potent anti¬ 
histamine which shows a high inci¬ 
dence of sedation with average thera¬ 
peutic doses. Feinberg (Ref. 2) grades 
the sedation of 12.5 mg of doxylamine 
succinate the same as that of 25 mg of 
methapyrilene hydrochloride, while 
other researchers contend that the 
sleep-inducing effect of doxylamine is 
significantly greater than that of 
methapyrilene (Ref. 3). 

The exact mechanism of central ner¬ 
vous system depression by doxylamine 
is unknown and there is nothing in the 
literature on the absorption and fate 
of doxylamine in humans. In male 
rats, 7 to 21 percent of a single intra¬ 
venous or oral dose of the succinate is 
excreted in the urine within 24 hours 
of administration, while in female rats 
the amount excreted is 17 to 30 per¬ 
cent (Ref. 14). Dogs receiving daily 
oral doses of doxylamine succinate for 
prolonged periods consistently elimi¬ 
nate about 20 percent of the daily dose 
in the urine. Snyder and co-workers 
(Ref. 4) concluded, on the basis of 
tissue determinations of the drug and 
urinalysis of excreted products, that 
the bulk of the administered drug is 
metabolized in the body. 

Brown and Werner (Ref. 1) found 
the intravenous LD M (defined as a 
dose that is lethal for 50 percent of 
the test animals) for doxylamine suc¬ 
cinate to be 49 and 62 mg/kg for rab¬ 
bits and mice, respectively. Subcutan¬ 
eously in mice and rats or orally in 
mice, the compound was about Vs as 
toxic as when given intravenously. It 
was about Vs as toxic orally in rabbits. 
In mice and rats, acute toxicity was 
similar for both sexes. They also 
found a favorable ratio of effective¬ 
ness to toxicity for guinea pigs. 

Acute toxicity studies in dogs 
showed that oral doses of 7.5 mg/kg of 
doxylamine succinate produced no evi¬ 
dence of toxicity (Ref. 5). Repeated 
administration of 15 mg/kg 3 times a 
day caused some loss of appetite and 
weight, mydriasis, apprehension, and 
muscular tremors in three out of four 
dogs. Similar effects occurred in one of 
two monkeys at dose levels of 16 to 20 
mg/kg 3 times daily. Lower doses pro¬ 
duced no such toxic effects. 

In the same studies, the administra¬ 
tion of doses of doxylamine succinate 
as high as 45 mg/kg twice daily for a 
period of 38 days had no significant 
effect in rats, as judged by gross signs 
of toxicity, hematologic determina¬ 
tions. and histopathology. Repeated 
administration of increasing doses 
from 50 to 150 mg/kg also had no 
gross effects. However, an increase to 
200 mg/kg resulted in a decreased rate 


of growth in some animals, and an in¬ 
crease up to 400 mg/kg caused anorex¬ 
ia and death in one case. Thus repeat¬ 
ed doses resulted in toxicity only when 
the doses approached acutely lethal 
ones. 

In a test for teratogenic effects of a 
combination of doxylamine and dicy¬ 
clomine (a product used for treating 
nausea of pregnancy), doxylamine suc¬ 
cinate was given orally to rabbits, in 
doses of 10 to 100 mg/kg/day (Ref. 6). 
Neither doxylamine, dicyclomine nor 
the combination had any deleterious 
effects on pregnancy maintenance, 
litter size or fetal weight in the rabbit, 
except when maternal toxicity was 
produced. In rats, the same doses pro¬ 
duce no alteration in breeding, concep¬ 
tion, pregnancy maintenance, litter 
size or fetal weight, although a dose- 
related decrease in body weight gain 
did occur in rat pups from doxylamine 
and dicyclomine-treated mothers. 

Feinberg and Bernstein (Ref. 7) 
found that in 118 patients being treat¬ 
ed for allergy with doses of 12.5 to 25 
mg of doxylamine succinate, side ef¬ 
fects were observed in 39 of them. Se¬ 
dation or sleepiness was seen in 36 of 
the 39 patients. Nervousness w f as 
noted in four patients, and vertigo in 
four others. No serious toxic effects 
were noted after use of the drug for 6 
months. 

Keeney (Ref. 8) states that the use 
of doxylamine succinate as an antihis¬ 
tamine is infrequently followed by side 
effects, but McQuiddy (Ref. 9) says 
that such side effects are “quite fre¬ 
quent” with the 50 mg dose of doxyla¬ 
mine succinate although with the 25 
mg dose the number of reactions de¬ 
creases “materially" while clinical re¬ 
sults remain satisfactory. McQuiddy 
concludes that doxylamine succinate is 
a safe and effective medication, having 
seen no reactions of any severity 
during his clinical study, with princi¬ 
pally drowsiness and occasionally 
nausea being the main side effects. 

Sheldon et al. (Ref. 10) gave allergic 
patients 12.5 to 200 mg of doxylamine 
succinate and found that 57 percent 
complained of drowsiness. However, 
the authors noted no apparent corre¬ 
lation between the dosage of the drug 
and drowsiness. Palpitations, irritabil¬ 
ity, and diarrhea were noted in three 
separate instances. There was no evi¬ 
dence of any hepatic, renal or vascular 
changes. 

Finally, Ferguson (Ref. 11) gave 
schizophrenic patients up to 1,600 mg 
of doxylamine succinate daily by 
mouth for up to 6 months and found 
few side effects. He even remarked 
about the lack of sedation or drowsi¬ 
ness with high doses, noting that a 
combination of 900 mg doxylamine 
and 270 mg of phenobarbital daily pro¬ 
duced no sedation, whereas 270 mg of 
phenobarbital alone produced an all¬ 
day sleep, therefore suggesting even 
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an antagonism of phenobarbital’s hyp¬ 
notic effects by doxylamine. There 
were no changes in pulse, respiration, 
temperature or blood pressure with 
the high doses used in Ferguson’s 
study, and blood chemistry and organ 
function tests remained normal, yet 
the doses were encouragingly effective 
in treating schizophrenic patients. In 
addition, after giving doxylamine to 
schizophrenics, Ferguson found “there 
has been no habituation to doxyla¬ 
mine, but a mild degree of tolerance 
has been noted.” He indicated that 
during a 6-month period the dose had 
to be increased in some patients from 
300 to 900 mg daily to maintain satis¬ 
factory results. Partially confirming 
these data was the work of Selzer and 
Waldman (Ref. 12), who gave chronic 
psychotic patients doses of doxyla¬ 
mine (unspecified salt) up to 900 mg/ 
day for 3 months. Side effects were 
also virtually nonexistent in this 
study. 

There were only a few citations 
found in the literature for tolerance 
buildup to the sedative effects of anti¬ 
histamines, and all of these are unsub¬ 
stantiated. 

Thompson and Werner (Ref. 5), for 
example, state in their toxicity experi¬ 
ments that repeated administration of 
doxylamine succinate to rats in large 
doses for a comparatively long period 
did not lead to tolerance or accumula¬ 
tion. However, Feinberg (Ref. 2) states 
that there is a definite tendency for 
the rapid development of tolerance to 
the sedative effects of (all) antihista¬ 
mines. 

It has been reported that the depres¬ 
sant actions of antihistamines are ad¬ 
ditive with the effects of alcohol and 
other central nervous system depres¬ 
sants (Refs. 13 and 14). Brown (Ref. 
14) says that such combinations pro¬ 
duce deepened and prolonged sleep. 

It appears from some studies that 50 
mg and above of doxylamine succinate 
produce the side effect of sedation 
when the drug is used as an antihista¬ 
mine (Ref. 7 and 14). However, as 
stated above, Ferguson (Ref. 11) and 
Selzer and Waldman (Ref. 12), gave 
doses up to 900 mg daily in three di¬ 
vided doses with little evidence of 
drowsiness in schizophrenic patients. 
Such apparently contradictory results 
need to be explained. 

No literature was found concerning 
poisoning or doses which cause death 
in humans. 

Acute toxicity studies in animals 
which have been reported make no 
mention of the behavior of the ani¬ 
mals before death, except that they 
died in convulsions. Chronic toxicity 
studies (Ref. 5) mention that dogs 
appear “apprehensive” after 15 mg/kg 
of doxylamine succinate 3 times daily, 
and that a monkey given 20 mg/kg 3 
times daily yawned frequently, was ap¬ 
prehensive, and upon handling exhib¬ 
ited convulsive tremors. 


The drowsiness effect of doxylamine 
in humans, as with other antihista¬ 
mines, is well documented (Ref. 2). As 
mentioned earlier, doxylamine is a 
potent antihistamine with a high 
degree, compared with other antihista¬ 
mines, of central nervous system de¬ 
pression as well. It may be stimulatory 
at higher doses, as suggested by the 
chronic toxicity studies in dogs and 
monkeys. 

Only two clinical reports on the ef¬ 
fectiveness of doxylamine as a sleep- 
aid have been found. The first study, 
by Noell et al. (Ref. 15), was per¬ 
formed on more than 3,000 men for 
the purpose of evaluating the sedative 
effects of over 20 antihistamines by 
EEG methods and comparing these ef¬ 
fects with those of baribiturate and 
nonbarbiturate hypnotics. Doxylamine 
succinate 25 mg was one of the three 
most sedating antihistamines, produc¬ 
ing a significantly reduced latency to 
end of wakefulness and comparing fa¬ 
vorably with established hypnotic 
drugs such as secobarbital and pento¬ 
barbital in sedation activity. It was 
chosen as the antihistamine, based on 
dosage, causing the earliest onset of 
sleep. 

The second study, by Sjoqvist and 
Lasagna (Ref. 3), compared the effec¬ 
tiveness of 25 and 50 mg of doxyla¬ 
mine succinate as a nighttime hypnot¬ 
ic with that of placebo and two doses 
of secobarbital. Both drugs were 
shown to be significantly better than 
placebo, and both doses of doxylamine 
scored better than 100 mg of secobar¬ 
bital but not as well as 200 mg of seco¬ 
barbital. There were few side effects, 
other than hangover, with both drugs. 
Two weaknesses of the study were (1) 
the high placebo effect (50 percent of 
the patients slept as well on placebo as 
on their previous hypnotic medica¬ 
tion) and (2) the lack of a dose-related 
difference in effectiveness between the 
two doses of doxylamine used. 

Both of the above mentioned studies 
suggest that doxylamine may have 
nighttime sleep-aid potential. 

In .summary, the Commissioner 
notes that the potential effectiveness 
of doxylamine succinate as an OTC 
nighttime sleep-aid is shown by the 
fact that there were 33 percent side ef¬ 
fects (primarily sedation or sleepiness) 
in one study where individual doses of 
up to 50 mg were used for the treat¬ 
ment of allergy (Ref. 7). No serious 
side effects were noted after use of the 
drug for 6 months. The Commissioner 
notes that studies in which high doses 
(up to 1,600 mg/day) of doxylamine 
succinate were given to schizophrenic 
patients (Ref. 11) suggest that the 
drug is relatively safe. However, it is 
possible that psychotic patients do not 
respond to high doses of centrally 
active drugs in the same manner as 
non-psychotic individuals. 

The Commissioner concludes thati 
two well-controlled clinical studies fol¬ 


lowing the principles established in 
§ 314.111(a)(5)(H) plus one EEG study 
are required to determine the safety 
and effectiveness of doxylamine suc¬ 
cinate as an OTC nighttime sleep-aid. 
The appropriate dosage for testing 
should be limited to 25 mg to a maxi¬ 
mum 50 mg single dose at bedtime. 
While this ingredient is classified as 
Category III as an OTC nighttime 
sleep-aid, regulations on the market¬ 
ing status of ingredients recommended 
for OTC use (21 CFR 330.13) prohibit 
OTC marketing until the Commission¬ 
er determines it to be generally recog¬ 
nized as safe and effective or a new 
drug application for the product has 
been approved. 
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(4) Phenyltoloxamine dihydrogen ci¬ 
trate. The Commissioner concludes 
that in an appropriate dosage (100 to a 
maximum 200 mg single dose at bed¬ 
time) phenyltoloxamine dihydrogen 
citrate may be both safe and effective 
as an OTC nighttime sleep-aid, but 
further evidence of safety and effec¬ 
tiveness is needed. 

Phenyltoloxamine (also called phen- 
oxadrine). one of the ethanolamine 
group of antihistamines, is available 
on an OTC basis in a dose of 30 mg as 
an ingredient in a combination analge¬ 
sic-calmative preparation. It is also 
marketed in OTC combination prod¬ 
ucts (22-89 mg of the dihydrogen ci¬ 
trate salt) for the treatment of bron¬ 
chial asthma, allergic coryza, allergic 
cough, headache and other pain, and 
gastric hyperacidity due to nervous 
tension. 

The Commissioner concludes that 
this ingredient is Category III as an 
OTC nighttime sleep-aid, but since the 
recommended dose is higher than that 
available in any OTC product on De¬ 
cember 4, 1975, regulations on the 
marketing status of OTC drugs (21 
CFR 330.13), prohibit marketing of 
this ingredient as an OTC nighttime 
sleep-aid until the Commissioner de¬ 
termines the ingredient to be general¬ 
ly recognized as safe and effective or a 
new drug application for the product 
has been approved. 

Phenyltoloxamine is a potent hista¬ 
mine antagonist, and the early litera¬ 
ture on this drug stresses its apparent¬ 
ly low acute and chronic toxicity. Ex¬ 
tensive clinical studies have provided 
evidence that the drug is effective in 
relieving vasomotor rhinitis, hay fever, 
pruritis, eczema, urticaria, asthma, 
and certain allergic drug reactions 
(Ref. 1). Like other antihistamines, 
the drug has distinct local anesthetic 
properties and some antispasmodic ac¬ 
tivity. In addition. LaVeme (Ref. 2) 
lists the following properties without 
documentation: autonomic suppres¬ 
sant, adrenergic stimulant, sedative, 
mild hypnotic effect, and no adverse 
effect on mental acuity. After the 1957 
report by Sainz (Ref. 3) on the effects 
of the drug on psychotic patients, 
phenyltoloxamine achieved the repu¬ 
tation of being a "phrenotropic" or 
tranquilizing drug. A number of re¬ 
ports then appeared on its therapeutic 
usefulness as a sedative (Refs. 4, 5, and 
6 ). 

The side effects of phenyltoloxa¬ 
mine are apparently mild in therapeu¬ 
tic doses, and soporific (sleep-induc¬ 
ing) effects are low and occur in less 
than 7 percent of patients (Ref. 7). 


In general, the mechanism of central 
nervous system depression by phenyl¬ 
toloxamine is unknown, although a 
report by DeSalva and Oester (Ref. 8) 
suggests that phenyltoloxamine acts 
similarly to mephenesin and morphine 
sulfate in depressing polysynaptic re¬ 
flexes in cats. Such a test has tradi¬ 
tionally been used for studying central 
muscle relaxant activity, which may 
be indicative of sedative or tranquiliz¬ 
ing potential. 

The only study found concerning 
the absorption and fate of phenylto¬ 
loxamine was performed by Hoekstra 
et al. in 1953 (Ref. 9). Extrapolating 
from experiments performed in dogs, 
rats and mice for other purposes, it 
was concluded that phenyltoloxamine 
is readily absorbed from the gastroin¬ 
testinal tract and peritoneal cavity 
and distributed rapidly throughout 
the body. Very little is known of its de¬ 
struction, conjugation, or excretion, 
since attempts to isolate unchanged 
phenyltoloxamine or certain possible 
breakdown products from the urine of 
dogs were not successful. Hoekstra et 
al. (Ref. 9) also did acute toxicity stud¬ 
ies in mice which compared the LD M ’s 
of phenyltoloxamine hydrochloride, 
phenyltoloxamine dihydrogen citrate, 
diphenhydramine hydrochloride and 
tripelennamine. Phenyltoloxamine hy¬ 
drochloride was one-fifth as toxic in- 
traperitoneally and one-twelfth as 
toxic orally as when given intrave¬ 
nously. It was one-half as toxic as tri¬ 
pelennamine and two-thirds as toxic as 
diphenhydramine hydrochloride when 
intraperitoneal LDw/s were compared. 

Acute toxicity studies of various 
doses of phenyltoloxamine in a few 
rats showed that oral doses greater 
than 680 mg/kg caused death preced¬ 
ed by hyperactivity, excitement, con¬ 
vulsions and respiratory depression. In 
dogs, intravenous doses above 20 mg/ 
kg caused death, while lower doses 
produced ataxia, excitement followed 
by depression, and slight narcosis 
(Ref. 9). 

Finally, limited chronic studies 
showed that dogs tolerate phenylto¬ 
loxamine dihydrogen citrate in daily 
oral doses of 20 and 40 mg/kg (calcu¬ 
lated in terms of active moiety) with 
no untoward effects. There were no in¬ 
dications of blood dyscrasia at any 
time during the experiments. 

In general, clinical studies in roan In 
which phenyltoloxamine has been evaluated 
as an antihistamine consistently show few 
side effects with doses of 25 to 50 ihg of the 
dihydrogen citrate salt. Sainz (Ref. 3) per¬ 
formed a preclinical study in 48 patients to 
determine side effects and toxicity and 
found that mild drowsiness appeared at oral 
doses above 200 mg 4 times a day, or with 
single doses of 400 mg. Ataxia or abnormal 
reflexes were not noted at oral doses of 400 
mg 4 times a day; there were no extrapyra- 
midal symptoms; the EEG was not affected; 
and a slight blood pressure increase was 
seen. Doses higher than 200 mg 4 times a 
day produced adrenergic stimulation (In¬ 


creased salivation, gastritis, and diarrhea). 
Heartburn was found in 14 percent of pa¬ 
tients taking the drug, and occasionally 
nausea was seen. No changes were noted in 
metabolic, nutritional, endocrine, hemato¬ 
logic, urologic or liver function studies. 
Sainz concluded that the drug is not only 
safe but remarkably free from undesirable 
reactions at oral doses of 100 mg 4 times 
daily. 

Cronk and Naumann (Ref. 10) gave 2,380 
allergic patients with non-specific upper res¬ 
piratory infections 100 to 800 mg of phenyl¬ 
toloxamine dlhydrogen citrate daily and re¬ 
ported only three cases of side effects 
caused by the drug. These were manifested 
as a mild soporific state after administra¬ 
tion of 200. 300 and 600 mg of the salt, and 
in no case was the side effect severe enough 
to warrant discontinuation of the drug. Al¬ 
though this study suggests that the inci¬ 
dence of drowsiness with phenyltoloxamine 
is low. a later study by Fleischmajer et al. 
(Ref. 4) found a much higher incidence of 
central nervous system depression. Fifty pa¬ 
tients received the drug (unidentified salt) 
for treating allergic cutaneous disorders in 
doses of 100 mg 3 times a day (after meals) 
and 200 mg at bedtime. In 39 patients (78 
percent) there was excellent relaxation, 
lessening of inner tension, and improvement 
in the ability to sleep. Most of these pa¬ 
tients noted a pleasant calmness within 30 
to 60 minutes after taking the drug. The 
other side effects noted were blurred vision, 
vomiting, tachycardia, dry mouth, and 
marked hypnosis, but only 3 patients discon¬ 
tinued therapy because of the severity of 
these effects. 

Finally, in a study designed to test the 
usefulness of phenyltoloxamine in chronic 
schizophrenics, Barsa and Saunders (Ref. 
11) gave 60 female patients gradually in¬ 
creasing doses of phenyltoloxamine (un¬ 
identified salt) with the highest dose 
reached being 800 mg 4 times a day. The pa¬ 
tients received the drug for 3 to 5 months. It 
was seen that when the dose was below 
1.600 mg per day, most of the patients were 
stimulated, becoming more alert but also 
more restless and irritable. As the daily dose 
went above 1.600 mg, the excessive stimula¬ 
tion disappeared and the psychosis ap¬ 
peared to Improve. However, most of the pa¬ 
tients coifld not tolerate the high dose. 
Forty patients (67 percent) complained of 
nausea or loss of appetite: 10 of these also 
experienced vomiting. Fifty patients showed 
an average weight loss of almost 5 kg (11 
lb). Other patients complained of general¬ 
ized weakness, fainting, ataxia, p&rkinson- 
like symptoms, and generalized tremulous¬ 
ness. All of these side effects disappeared 
when the dosage was reduced. Hematologi¬ 
cal tests, liver function tests, and urinary 
studies showed no significant changes in 
any of the patients. 

Few reports on tolerance to phenyltoloxa¬ 
mine were found in the literature. Cronk 
and Naumann (Ref. 10) mentioned In pass¬ 
ing that at the end of their experiments 
considerable adaptation had apparently de¬ 
veloped in that the sedation effect had 
become subjectively less severe after 200 to 
600 mg of dihydrogen citrate salt per day 
for 3 days. 

Although there are no reports in the lit¬ 
erature on interactions of phenyltoloxamine 
with other drugs, the Commissioner expects 
that, like other antihistamines, phenylto¬ 
loxamine could interact with central ner¬ 
vous system depressants. 

The average oral antihistamine dose of 
the dihydrogen citrate salt for adults Is 50 
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mg 3 to 4 times daily. This may be increased 
if the desired therapeutic response is not ob¬ 
tained or in side effects do not become pro¬ 
nounced (Ref. 7). In one study such doses 
produced a rather low incidence of drowsi¬ 
ness (approximately 7 percent) (Ref. 7). but 
another sutdy (Ref. 4) suggests a much 
higher incidence of central depression (78 
percent) with higher doses (100 mg 3 times 
a day. unspecified salt). Single doses of 400 
mg (unspecified salt) produced sedation and 
moderate hypnotic effect in 100 percent of 
healthy volunteers in one study (Ref. 12). 

Doses higher than 1,600 mg per day (un¬ 
specified salt in 4 divided doses) in humans 
apparently can be considered to be the 
upper limit of usage of the drug, since above 
this amount generalized toxicity is observed 
in schizophrenic patients (Ref. 11). Below 
this dose, however, signs of central nervous 
system stimulation were apparent in the 
same patients. 

No literature was found concerning 
poisoning or doses which cause death 
in humans. 

Two uncontrolled and three con¬ 
trolled studies were found concerning 
the effectiveness of phenyltoloxamine 
as a sedative. In an apparently uncon¬ 
trolled study (Ref. 3), phenyltoloxa¬ 
mine (dihydrogen citrate salt) was 
used to treat 227 cases of psychotic be¬ 
havior. using oral doses of 100 to 500 
mg 4 times a day. Sainz concluded that 
the drug has a powerful affective and 
behavioral effect, although it does not 
produce euphoria, exhilaration, 
mental cloudiness, or confusion. Ad¬ 
diction and withdrawal reactions were 
not noted after 6 months of continued 
high dosage in certain patients. For 
certain anxieties, the calming effect 
produced by the drug is. in Sainz’ 
opinion, slightly more pronounced 
than that produced by phenobarbital 
and the meprobamates and, because of 
the absence of immediate or eventual 
reactions, much safer and preferable 
to either. 

The other uncontrolled study was by 
Fleischmajer et al. (Ref. 4), who gave 
500 mg per day (unspecified salt) by 
mouth to 50 patients with a variety of 
dermatoses in whom a tension factor 
was believed to be associated with the 
disorder. They found that in 39 of the 
patients there was excellent relax¬ 
ation. lessening of inner tension, and 
an improvement in the ability to sleep. 
They evaluated various dosage sched¬ 
ules and recommended 200 mg for 
nighttime sedation, with the comment 
that the ideal individual dose should 
be determined for each person. 

The first controlled study by Noell 
et al. (Ref. 5) was performed on over 
3,000 men for the purpose of both 
evaluating the sedative effects of more 
than 20 antihistamines by EEG meth¬ 
ods and comparing these effects with 
those of barbiturate and nonbarbitur¬ 
ate hypnotics. Phenyltoloxamine (di¬ 
hydrogen citrate salt) 50 mg was sig¬ 
nificantly better than placebo and 
ranked better than 50 mg of metha- 
pyrilene hydrochloride in the experi¬ 
ment on determination of onset of 


sleep. The dihydrogen citrate salt 
ranked better than diphenydramine 
hydrochloride 50 mg, considered by 
the authors one of the three most se¬ 
dating antihistamines. 

The second controlled study (Ref. 
12) was a comparative double-blind 
study with reserpine and placebo on 15 
volunteers who received single oral 
doses of 400 mg of phenyltoloxamine 
(unspecified salt), 5 mg of reserpine, or 
placebo. Physiological measurements 
and a battery of psychological per¬ 
formance and learning tests were used 
to determine drug effects on behavior 
and function of the individuals. The 
results showed that 400 mg of phenyl¬ 
toloxamine produced sedation and a 
moderate hypnotic effect, reaching a 
peak in 4 to 5 hours. Although latency 
and duration of sleep itself were not 
measured in this study, at the peak 
action of the drug there was drowsi¬ 
ness and a slowing of psychomotor and 
mental performance, followed by a 
state of relaxation, increased learning, 
and improved performance. 

The third controlled study (Ref. 6) 
evaluated the effectiveness of phenyl¬ 
toloxamine (unspecified salt, 50. 100, 
and 200 mg orally) as a daytime seda¬ 
tive, comparing it with 2 doses of phe¬ 
nobarbital and a placebo. One hun¬ 
dred and thirty-one ambulatory pa¬ 
tients, all of whom required a sedative 
for control of an anxiety state, were 
used. The workers concluded that 
phenyltoloxamine 3 to 4 times daily 
for several weeks of continuous ther¬ 
apy is safe. Although they did not 
make any comparisons with phenobar¬ 
bital in their discussion, it appears 
that 100 mg of phenyltoloxamine was 
equivalent to 15 mg of phenobarbital 
in a “combined sedation and hypnotic 
effect” measure that they presented. 

In summary, the Commissioner con¬ 
cludes that the available data on the 
safety and effectiveness of phenylto¬ 
loxamine dihydrogen citrate in the 
dose range of 100 to 200 mg are not 
adequate to permit its use as an OTC 
nighttime sleep-aid. There is some evi¬ 
dence that the drug may have effec¬ 
tiveness as an OTC nighttime sleep- 
aid. For example, in one study (Ref. 5) 
the drug ranked better than metha- 
pyrilene hydrochloride when measur¬ 
ing “end of wakefulness” and better 
than diphenhydramine hydrochloride 
on determination of “onset of sleep.” 

The Commissioner concludes that a 
minimum of three additional well-con¬ 
trolled studies are necessary to estab¬ 
lish the safety and effectiveness of 
phenyltoloxamine dihydrogen citrate 
as an OTC nighttime sleep-aid. At 
least one EEG study and at least two 
clinical studies are necessary. The 
Commissioner has determined that an 
appropriate dosage for testing should 
be limited to a single dose of 100 mg to 
200 mg at bedtime. However, as stated 
previously, phenyltoloxamine dihydro¬ 


gen citrate cannot be lawfully market¬ 
ed as an OTC nighttime sleep-aid until 
it is determined by the commissioner 
to be generally recognized as safe and 
effective, or a new drug application for 
the product is approved. 
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(4) Pyrilamine maleate. The Com¬ 
missioner concludes that there is in¬ 
sufficient information on the safety 
and effectiveness of pyrilamine ma¬ 
leate as an OTC nighttime sleep-aid 
and has therefore placed the ingredi¬ 
ent in Category HI. Described as an ef¬ 
fective antihistamine with low inci¬ 
dence of sedation (Ref. 1). it appears 
ancillary to methapyrilene as an ingre¬ 
dient in three currently marketed 
OTC products promoted for sleep. The 
usual single OTC dose for an adult is 
25 to 50 mg. The Commissioner has 
determined that further testing in 
well-controlled studies is required to 
assure the safety and effectiveness of 
a suggested dosage of 25 to a maxi- 
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mum 50 mg single dose at bedtime. 
(See part II. p&ragaraph D. below— 
Data Required for OTC Nighttime 
Sleep-Aid Ingredient Evaluation.) 

Pyrilamine is chemically related to 
methapyrilene. To date there is no evi¬ 
dence that pyrilamine has any carcino¬ 
genic, cocarcinogenic, or carcinogen- 
synergistic effects. In the event that 
any data demonstrating such effects 
are developed, the Commissioner will 
carefully review such studies. Howev¬ 
er, in the absence of any current evi¬ 
dence suggesting a potential for car¬ 
cinogenicity, the Commissioner consid¬ 
ers any regulatory action to be inap¬ 
propriate and premature at this time. 

Pyrilamine was discovered in Prance 
(Ref. 2) 2 years after the introduction 
of Antergan, the first antihistamine 
used clinically (Ref. 3). Pyrilamine ef¬ 
fectively inhibits experimental produc¬ 
tion of skin wheals by histamine and 
can prevent the increase in capillary 
permeability ordinarily produced by 
histamine (Ref. 5). In addition to its 
effectiveness as an antihistamine, pyr¬ 
ilamine also possesses local anesthetic 
activity (Refs. 6 and 7) and even exerts 
a mild analgesic action (Ref. 8). 

In doses of 25 to 50 mg. anorexia, 
nausea, and vomiting are commonly 
encountered but can be minimized by 
the simple precaution of taking this 
ingredient at mealtimes. However, the 
Commissioner believes that this is dif¬ 
ficult when pyrilamine is used as an 
OTC nighttime sleep-aid. The Panel 
located only one study pertaining to 
the hypnotic potential of pyrilamine 
used alone (Ref. 9). This study pro¬ 
vides some evidence that pyrilamine 
maleate 50 mg is superior to placebo in 
reducing the time to 4 ‘end of wakeful¬ 
ness” by EEG criteria but not in the 
subjective .evaluation of “time to sleep 
onset.’* Subjects were military person¬ 
nel studied under daytime nap condi¬ 
tions. 

The Commissioner is aware of in¬ 
stances of accidental poisoning with 
pyrilamine (Ref. 10). For example, two 
fatalities of accidental poisoning have 
been reported in the literature. In one 
case a 15-month-old infant died 6 
hours after ingestion of 1,500 mg of 
the drug, and in a second case a 23- 
month-old infant died 6 hours after in¬ 
gestion of 10 tablets (dose unspeci¬ 
fied). Both victims exhibited coma 
and/or convulsions previous to death. 
The Commissioner therefore believes 
that when further testing is conduct¬ 
ed, special attention should be given to 
the minimum dosage level required for 
effectiveness. 

The Commissioner concludes that 
insufficient data are available on the 
safety and effectiveness of pyrilamine 
maleate as an OTC nighttime sleep-aid 
and has therefore placed the ingredi¬ 
ent in Category IIL Further testing is 
necessary in a suggested dosage of 25 
to a maximum 50 mg single dose at 
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bedtime. The Commissioner concludes 
that three additional well-controlled 
studies are necessary to establish the 
safety and effectiveness of the ingredi¬ 
ent as an OTC nighttime sleep-aid. At 
least one EEG study and at least two 
well-controlled clinical studies are nec¬ 
essary to support safety and effective¬ 
ness of this drug and permit reclassifi¬ 
cation from Category III to Category 
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Category III Labeling 

The Commissioner concludes that 
the following label claims would be ac¬ 
ceptable for OTC nighttime sleep-aid 
products if sufficient data were pro¬ 
vided to substantiate their use. Label¬ 
ing such as “Reduces time to fall 
asleep in persons with difficulty fall¬ 
ing asleep.” “Reduces number of 
awakenings in persons who wake fre¬ 
quently during the night,” and “Pro¬ 
longs sleep.” may be valid if proven by 
well-controlled studies. (See part II. 
paragraph D. below—Data Required 
for OTC Nighttime Sleep-aid Ingredi¬ 
ent Evaluation.) 

D. DATA REQUIRED FOR OTC NIGHTTIME 
SLEEP-AID INGREDIENT EVALUATION 

The Commissioner considers these 
testing guidelines to be final, subject 
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to modification upon request. These 
guidelines, and future modifications 
thereto, will be available in the office 
of the Hearing Clerk, Food and Drug 
Administration. Room 4-65, 5600 Fish¬ 
ers Lane. Rockville, Md. 20857. No fur¬ 
ther changes in these guidelines will 
be published in the Federal Register. 
However, notification of amendments 
to the guidelines will appear as a 
notice in the Federal Register pursu¬ 
ant to § 10.90(b) of the agency’s ad¬ 
ministrative practices and procedures 
(21 CFR 10.90(b)). 

The Commissioner concludes that 
the following data are required for the 
evaluation of safety and effectiveness 
of an agent to be used as an OTC 
nighttime sleep-aid: 

1. Minimum requirements to deter¬ 
mine safety and effectiveness. The 
active ingredient must be safe in the 
doses suggested on the labeling for 
OTC use. Regarding effectiveness, a 
number of important variables must 
be considered: (1) Sleep latency (time 
required to fall asleep), (2) number of 
awakenings, (3) total time spent 
awake, (4) sleep duration, (5) sleep 
quality, as estimated by the sleeper. 

(6) sleep stages and cycles evaluated 
by EEG and polygraphic criteria (may 
or may not be necessary as stated in 
individual ingredient discussions), and 

(7) side effects. Typically, an OTC 
medication might be tested to deter¬ 
mine whether it reduces sleep latency 
(or possibly increases sleep duration) 
without detrimental effects on the 
other variables. 

A target population must be identi¬ 
fied so that wherever possible in stud¬ 
ies of effectiveness subjects tested are 
similar to those who will eventually 
take the drug. For OTC nighttime 
sleep-aids, the population would con¬ 
sist of individuals with symptoms of 
mild or occasional sleep disturbance. 

It is important to provide both sub¬ 
jective and objective assessment of 
sleep. Certain important aspects, such 
as the subject’s estimate of the quality 
of sleep and feeling state in the morn¬ 
ing, can only be assesed subjectively. 
On the other hand, objective sleep lab¬ 
oratory studies have obvious advan¬ 
tages to assess objectively and exactly 
continuous measures of sleep, thus 
providing exact measures of sleep la¬ 
tency. sleep duration, number of awak¬ 
enings, and other variables of interest. 
Other clinical aspects can also be as¬ 
sessed both subjectively and objective¬ 
ly. 

Any claimed ingredient(s) or label¬ 
ing claim(s) classified by the Commis¬ 
sioner as Category HI should be evalu¬ 
ated using the concepts and method¬ 
ology described below in the suggested 
guidelines. 

2. Sleep laboratory studies. A small 
number of appropriate subjects (e.g.. 6 
to 12 per study) should be studied in¬ 
tensively in a sleep laboratory. Sleep 
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laboratory studies should involve the 
use of both placebo and active medica¬ 
tion in a properly controlled design. 
The exact design would depend on in¬ 
dividual drug factors, such as time re¬ 
quired for washout, necessity in some 
cases for studies of continuous admin¬ 
istration, etc. This would allow precise 
determination of sleep latency, sleep 
duration, number and length of awak¬ 
enings, and time spent in the various 
sleep stages. Such a study can help de¬ 
termine effectiveness and can also be 
used as a safety or toxicity study since 
disturbances of sleep and mood can be 
studied during and after drug adminis¬ 
tration. Such laboratory studies would 
ideally include investigation of the 
drug when taken on multiple consecu¬ 
tive nights and after discontinuation, 
since withdrawal effects after continu¬ 
ous administration can be of impor¬ 
tance. However, since the drug is an 
OTC preparation to be taken as a 
single dose for occasional insomnia, 
such long-term studies are not abso¬ 
lutely essential, though still advisable. 

3. Clinical studies in a suitable 
target population. A large number of 
appropriate subjects should be studied 
for subjective effects on sleep. Sub¬ 
jects should be mild insomniacs falling 
directly within the target population 
expected to take the drug. Such a 
study should preferably use separate 
large groups, perhaps 40 to 80 subjects 
per group, since intergroup compari¬ 
sons have statistical advantages. A 
well planned crossover study, however, 
might also be acceptable. If several 
doses of a drug are to be studied, or if 
a combination of several ingredients is 
being studied, a larger number of 
groups is required. For instance, if a 
combination containing two ingredi¬ 
ents (A + B) is studied, a design should 
include four separate groups: One 
taking placebo, one taking A, one 
taking B and one taking A+B. Sub¬ 
jects are to be assinged by system¬ 
atized randomization with packaging 
and coding of the drug on an individu¬ 
al patient basis rather than on a treat¬ 
ment group basis. The integrity of the 
study should be maintained and sub¬ 
jects should not be able to determine 
drug from placebo, since the findings 
are heavily dependent on subjective 
parameters. Each dose unit (drug or 
placebo) should be singly identified by 
code and administered singly (e.g., in 
envelopes) in a predetermined se¬ 
quence. 

The variables to be investigated in¬ 
clude the subject’s estimate of quality 
of sleep, sleep latency, number of 
awakenings, sleep duration, how well 
he feels in the morning, and a report 
of any side effects. 

In certain cases other designs may 
be reasonable: for instance, a design in 
which the subject indicates a prefer¬ 
ence between two treatments (drug 
versus placebo) may be used but would 
not be considered a pivotal study. 


4. Clinical studies for OTC nighttime 
sleep-aids—a,. Objectives. The overall 
objectives are: (1) To determine the 
efects of the drug on sleep in individ¬ 
uals in the target population with 
symptoms of mild insomnia likely to 
use such an OTC drug, (2) to deter¬ 
mine the subjects’ estimate of quality 
of sleep (an estimate of how well they 
feel in the morning) and (3) to deter¬ 
mine any preferences the subjects may 
have between 2 ingredients (drug 
versus placebo). 

These studies, if results are clinically 
significant, will provide an extension 
of comparative controlled studies to 
confirm fully in a target population 
the drug’s basic nighttime sleep-aid ac¬ 
tivity and to provide more specific in¬ 
formation about symptoms and sub¬ 
ject types in which the drug is espe¬ 
cially effective. The studies will also 
establish an optimal dosage for the 
target population for which it is in¬ 
tended under conditions which more 
closely resemble those of actual OTC 
use. 

b. Sample considerations. Subjects 
should be mild insomniacs falling di¬ 
rectly within the target population ex¬ 
pected to use the drug. Subjects with 
severe or chronic insomnia are not 
candidates for self-medication since 
they should be under the supervision 
of a physician. 

A greater variety of populations dif¬ 
fering as to age, sex, diagnostic catego¬ 
ries. social class, treatment setting, 
previous treatment, etc., may be stud¬ 
ied. Within each study, groups of sub¬ 
jects should be selected so as to be as 
homogeneous as possible regarding 
the variables above. In any case, full 
reporting of subjects’ characteristics is 
necessary to allow for adequate inter¬ 
pretation of results. Exclusions should 
be stated. 

Females of childbearing age may be 
included. However, the Commissioner 
believes that new drugs not intended 
for lifesaving use should not be used in 
women known to be pregnant or who 
are nursing a baby. 

c. Sample size. The studies should 
use separate large groups containing 
40 to 80 subjects per group. In a study 
comparing separate groups, a mini¬ 
mum of two groups (drug and placebo) 
are necessary. A large number of 
groups are required if several doses of 
a drug are studied or if a combination 
of several ingredients is evaluated, 
since each ingredient should be com¬ 
pared to the combination and a place¬ 
bo. 

d. Setting. Varying environmental in¬ 
fluences should be decreased as much 
as possible in each study. Different 
treatment environments may be used 
which should be similar to those likely 
to be found among users (consumers) 
of such OTC products. Since these 
drugs are indicated for nighttime use, 
their action should not persist into the 


daytime hours or beyond the intended 
period of sleep. 

e. Investigators. As discussed in com¬ 
ment 07, the commissioner is deleting 
the Panel’s recommendation concern¬ 
ing investigators. 

f. Desigru Of primary importance are 
well-controlled studies designed to 
confirm fully the effectiveness of the 
drug as a nighttime sleep-aid. Special 
consideration should be given to con¬ 
trols, duration of study, dosage, and 
design which do not interfere with va¬ 
lidity (biostatistical consultation is 
recommended), to accommodate great¬ 
er variation in settings and subjects. 

g. Duration. The duration of studies 
may vary from 1 to 2 weeks. The 
normal length of time for OTC night¬ 
time sleep-aids use is not to exceed 2 
weeks. It is therefore reasonable to re¬ 
quire that testing be done within that 
same basic length of time. The Com¬ 
missioner realizes, however, that there 
may be protocols developed which 
would require slight deviation from 
this guideline. Such deviation will be 
permitted, on an individual basis, if 
there is sufficient Justification. In 
most cases the drug will be taken as a 
single dose for occasional insomnia, 
and therefore long-term studies are 
not absolutely essential. However, the 
Commissioner believes that such stud¬ 
ies are advisable. 

h. Assessment Activity as an OTC 
nighttime sleep-aid should be deter¬ 
mined by accepted methods. Determi¬ 
nation of clinical effectiveness should 
include subjective reports from pa¬ 
tients or subjects and EEO, and inpa¬ 
tient studies should also include objec¬ 
tive measures. 

5. General concepts for conducting 
clinical drug evaluation of OTC night¬ 
time sleep-aids. The Commissioner 
concurs with the current regulations 
for conducting clinical trials evaluat¬ 
ing efficacy as defined in 21 CFR 
314.11 l(a)(5)(ii). The desired studies 
shall include a systematic assessment 
of possible adverse side effects as dis¬ 
cussed above under clinical studies for 
nighttime sleep-aids and shall include 
contined surveillance for adverse side 
effects after marketing. 

6. Minimum data required for classi¬ 
fication as a Category I ingredient In 
summary, the commissioner concludes 
that similar methodology should be 
used in the evaluation of an OTC 
nighttime sleep-aid as in the evalua¬ 
tion of a prescription hypnotic with 
two major exceptions: 

a. Only those who are occasionally 
insomnic are included. 

b. A larger patient sample than is 
customary in the evaluation of pre¬ 
scription drugs is necessary for a par¬ 
allel design study (for example, 80 and 
not 40 patients per drug group may be 
needed), since relatively smaller clini¬ 
cal effects may be encountered. 
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E. COMBINATIONS OP ACTIVE INGREDIENTS 

1. General statements. The Commis¬ 
sioner notes the current regulation (21 
CFR 330.10(aX4)(iv)) which states: 

An OTC drug may combine two or more 
safe and effective active ingredients and 
may be generally recognized as safe and ef¬ 
fective when each active ingredient makes a 
contribution to the claimed effect(s); when 
combining of the active ingredients does not 
decrease the safety or effectiveness of any 
of the individual active ingredients; and 
when the combination, when used under 
adequate directions for use and warnings 
against unsafe use. provides rational concur¬ 
rent therapy for a significant proportion of 
the target population. 

The Commissioner concludes that, 
in general, the fewer the ingredients, 
the safer and more rational the ther¬ 
apy. The Commissioner believes that 
the interests of the consumer are best 
served by exposing the user of OTC 
drugs to the fewest ingredients possi¬ 
ble at the lowest possible dosage regi¬ 
men consistent with a satisfactory 
level of effectiveness. The Commis¬ 
sioner further concludes that OTC 
drugs should contain only such inac¬ 
tive ingredients as are known to be 
safe and are necessary for pharmaceu¬ 
tical formulation. 

2. Requirement of significant contri¬ 
bution, The Commissioner concludes 
that each claimed active ingredient in 
a combination must make a significant 
contribution to the claimed effect or 
effects. 

The Commissioner is unable to es¬ 
tablish the percent of contribution 
that an active ingredient must make to 
the effectiveness of the product for 
that contribution to be considered 
“significant/' The Commissioner con¬ 
cludes that where a combination prod¬ 
uct is permitted, as discussed below, it 
is sufficient to demonstrate in well- 
controlled clinical trials that each of 
the ingredients makes a statistically 
significant contribution to the claimed 
effect. (See part II. paragraph D. 
above—Data Required for Nighttime 
sleep-Aid Ingredient Evaluation.) As 
long as “statistical significance" is 
shown in meaningful sample sizes, the 
Commissioner concludes that the con¬ 
tribution toward OTC nighttime sleep- 
aid activity will also have been shown 
to be clinically “significant." 

3. Single active ingredients. The 
Commissioner concludes that the most 
desirable product for the consumer is 
one that contains the least number of 
ingredients. A product containing a 
safe and effective single ingredient is 
preferred to one having multiple 
active ingredients because of the re¬ 
duced risks of toxic effects, allergic 
and/or idiosyncratic reactions, and 
possibly unrecognized and undesirable 
drug interaction(s). Because of these 
increased risks, the Commissioner fur¬ 
ther concludes that the use of two 
active ingredients of the same phar¬ 


macological class in the same prepara¬ 
tion is not rational. 

The Commissioner applies this view 
to all ingredient combinations that the 
Panel has reviewed. Even the antihis- 
taminic drugs cause non-dose-related 
adverse reactions, such as drug aller¬ 
gy. In other words, even the presence 
of two antihistamines may increase 
the risk that a subject will have an al¬ 
lergic response to the OTC prepara¬ 
tion. A person may not be allergic to 
one of the two active ingredients 
whereas he might respond with an al¬ 
lergic reaction to the other. Paradox¬ 
ically, such hypersensitivity reactions 
do occur to the antihistamines, drugs 
which are themselves often used to 
treat allergic responses. 

Certain problems peculiar to the for¬ 
mulation of combination products 
should be stated explicitly before deal¬ 
ing with specific cases. First of all, 
there are situations where the use of a 
combination is appropriate and clearly 
rational. Such an example is the case 
of the “triple sulfas" described below. 

The misconception about the safety 
of using more than a single member of 
a pharmacologic class of drugs seems 
to be based upon a very special case. 
When the sulfonamides were intro¬ 
duced to clinical medicine, it became 
apparent that their low solubilities 
(particularly in the large doses needed 
to treat certain bacterial infections of 
the urinary tract) could result in pre¬ 
cipitation of crystalline drug in the 
kidney. This problem was solved by 
using combinations of sulfonamide 
drugs, e.g., “triple sulfas," such that 
each of the three sulfonamides was 
present in an amount too small to cry¬ 
stallize out in the kidney but such 
that the combined three sulfonamides 
provided an effective therapeutic con¬ 
centration. The basis for this effect is 
the fact that the solubility of each 
member of the series is independently 
determined. No such problem of 
dosage scheduling that approaches 
saturation leading to crystallization 
has been noted in the review of the 
antihistamine drugs submitted. 

The Commissioner is aware of other 
cases where multidrug therapy is ra¬ 
tional. Two different antibiotics may 
be given together for an organism 
known to be sensitive to the combina¬ 
tion. Perhaps one of the best known 
combinations is the use of multivita¬ 
min preparations for the treatment of 
nutritional deficiencies. In these last 
two cases, the combination is used to 
achieve a certain convenience where 
the individual active ingredients are 
known to be effective separately. The 
Commissioner recognizes, that, in vita¬ 
min and in certain antibiotic therapy, 
a large dose of drug usually, but not 
always, carries no more risk than a 
smaller dose. This is an unusual situa¬ 
tion in medicine. 

If an OTC nighttime sleep-aid is in¬ 
dicated, it may very well be that a con¬ 


sumer will need one or two doses to 
get the intended effect. An occasional 
subject may need half of the suggest¬ 
ed dose. If an analgesic is also needed, 
the consumer through experience will 
be able to judge whether he needs one. 
two, or one-half of the usually recom¬ 
mended OTC analgesic dose. If a con¬ 
sumer needs an OTC nighttime sleep- 
aid alone or an OTC analgesic alone, it 
would be an irrational act to take a 
combination product. 

The Commissioner questions the ad¬ 
vantage the combination confers. If 
the consumer cannot fall asleep readi¬ 
ly, he may wish to take an OTC night¬ 
time sleep-aid for this condition. He 
may also have some discomfort due to 
an injury, infection, bum or other ail¬ 
ment and may wish to take an OTC 
analgesic. The Commissioner con¬ 
cludes that the likelihood that a com¬ 
bination drug will contain the optimal 
dose is less than if the consumer is 
permitted to make this decision, that 
is. to take individually an analgesic 
and/or nighttime sleep-aid. 

In light of present knowledge, it is 
not wise to give two or more different 
active ingredients in fixed combina¬ 
tions to different individuals. In addi¬ 
tion, it does not make sense unless 
there is information that the effective 
dose of each active ingredient is 
known for the individual taking such a 
combination. 

A very simple exercise will demon¬ 
strate the decreasing benefit to be ex¬ 
pected when two or more active ingre¬ 
dients are combined in a single prepa¬ 
ration. Suppose that 60 percent of the 
population requires one unit of drug A 
for relief of pain. Now, combine A with 
ingredient B, a drug that promotes 
sleep. Assume that, by good fortune, a 
dose of B is found that will have a fa¬ 
vorable effect on 60 percent of the 
population. The chances that the 60 
percent who need one unit of A will 
also need one unit of B is 0.60x0.60, or 
36 percent. Thus, by combining we 
have reduced the chance of a success¬ 
ful outcome for both indications from 
these preparations. The number of 
people who need half of A and half of 
B or two of A and two of B are vanish¬ 
ingly small and may be ignored for 
present purposes. One could add yet a 
third active ingredient (certainly not 
unheard of) and find that the appro¬ 
priate population for this preparation 
would be 0.60x0.60x0.60, or 22 percent 
of consumers. 

Thus the Commissioner concludes 
that even if the addition of another 
active ingredient represents addition 
of a potential benefit to an existing 
product, the chances that the consum¬ 
er will benefit from a fixed combina¬ 
tion is in fact less likely than if that 
individual has the option to use active 
ingredients separately. 

The Commissioner notes that indi¬ 
viduals metabolize different active in- 
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gredients at vastly different rates and 
may elitninate them at different rates. 

These biochemical difference are the 
basis for different dosage require¬ 
ments on the part of individual human 
subjects. Ordinarily, in a relatively 
small group of persons there may be 
as much as a 10-fold difference in the 
rate of metabolism of a drug. The 
effect of these differences becomes ap¬ 
parent in the case of drugs used chron¬ 
ically. For OTC drugs used only occa¬ 
sionally and for nonfatal illnesses, it is 
not necessary to ensure that the 
dosage provided will be effective for 90 
or 100 percent of the population. A 2- 
to 4-fold variation in the dose needed 
may be expected to achieve a desired 
effect in a significant proportion of 
the population. It has been pointed 
out above by simple calculations, using 
the probability of independent events, 
that combinations may reduce the 
likelihood of achieving the most effec¬ 
tive dosage regimen because of differ¬ 
ences between individuals with respect 
to drug metabolism- The implications 
of this knowledge for dosage require¬ 
ments cast some doubt upon the co- 
mination of nighttime sleep-aids and 
analgesics. 

In spite of the considerations above, 
the Commissioner recognizes the argu¬ 
ment that there may be convenience 
in putting more than one active ingre¬ 
dient into the same product. The Com¬ 
missioner concludes that, if a combina¬ 
tion contains an analgesic and a night¬ 
time sleep-aid both of which are safe 
and effective when used alone, it is 
convenient to combine the ingredients 
in a combination for the treatment of 
concurrent symptoms. The Commis¬ 
sioner would recognize the combina¬ 
tion as safe and effective (effective as 
both a nighttime sleep-aid and as an 
analgesic in a significiant proportion 
of the population having both sleep¬ 
lessness and pain at the same time). 
The Commissioner concludes that per¬ 
mission to market such a combination 
should be granted. However, it will be 
necessary to demonstrate that there 
exists a well-defined target population 
that requires both an OTC nighttime 
sleep-aid and an analgesic. Several 
studies are necessary using a factorial 
design demonstrating that the combi¬ 
nation is safe and effective for a sig¬ 
nificant proportion of the target popu¬ 
lation requiring relief from both symp¬ 
toms of pain and sleeplessness. For 
these reasons, a combination contain¬ 
ing a nighttime sleep-aid and an anal¬ 
gesic is placed in Category III. If the 
target population is not demonstrated 
or if the combination is not found to 
be effective in a significant portion of 
the target population within the 3- 
year testing period, these products will 
be withdrawn from the market. 

The labeling of a combination prod¬ 
uct of the type described above should 
reflect its limited applicability to per¬ 


sons with both symptoms, pain and 
sleeplessness, who respond favorably 
to the unit dose of each active ingredi¬ 
ent in the combination. The labeling 
should indicate that only that portion 
of the target population having both 
indications at the same time may be 
expected to derive effective and safe 
responses to the fixed combination. 

It is an established medical principle 
to give only those medications, prefer¬ 
ably as single entities, necessary for 
the safe and effective treatment of the 
patient. This principle applies equally 
to self-medication. To add needlessly 
to the patient’s medication increases 
the risk of adverse reactions. There¬ 
fore, only single ingredients of each 
pharmacologic class should be permit¬ 
ted in Category I combinations. Com¬ 
binations containing more than one 
active nighttime sleep-aid ingredient 
of the same pharmacological class are 
classified as Category II products. 

4. Active ingredients not reviewed by 
the Panel The Commissioner con¬ 
cludes that each claimed active ingre¬ 
dient must be an ingredient that was 
reviewed by the Panel. If a product 
contains an active ingredient that was 
not reviewed by the Panel and conse¬ 
quently not found in their report, such 
ingredient is automatically classified 
as a Category II ingredient, i.e., it is 
not generally recognized as safe and/ 
or effective. Appropriate animal and 
human testing and prior approval by 
the Food and Drug Administration are 
required before a product containing 
such an ingredient may be marketed. 

5. Review of submitted combination 
products. The Commissioner is consid¬ 
ering only those combination products 
submitted pursuant to the notice pub¬ 
lished in the Federal Register of 
August 22. 1972 (37 FR 16885). The 
Commissioner recognizes that other 
combination products may be in the 
market place, but he has either no 
knowledge of such products or insuffi¬ 
cient data with respect to such prod¬ 
ucts to make a reasonable judgment of 
safety and/or effectiveness. 

Accordingly, the Commissioner con¬ 
cludes that any new combination, or 
any presently marketed combination 
not submitted, be evaluated through 
the new drug procedures or be the 
subject of an appropriate petition to 
the Commissioner for review and 
amendment of the OTC nighttime 
sleep-aid monograph. 

6. Combinations containing irratio¬ 
nal ingredients. The Commissioner is 
aware of the available data of those 
nighttime sleep-aid ingredients which 
are in combination with such non¬ 
nighttime sleep-aid ingredients as vita¬ 
mins and passion flower extract. The 
Commissioner considers such combina¬ 
tions to be irrational. 

For example, generally a healthy in¬ 
dividual ingesting a well-balanced diet 
will receive adequate daily vitamin 


intake. The safety, effectiveness and 
labeled claims for vitamins have been 
deferred to the Advisory Review Panel 
on OTC Vitamin. Mineral and Hema- 
tinic Drug Products. However, the 
Commissioner recognizes that most cli¬ 
nicians agree that the therapeutic use 
of vitamins should be restricted to the 
treatment of unequivocal deficiency 
states or as dietary supplements in 
certain clinical situations, such as (1) 
inadequate intake due to poor diet, (2) 
malabsorption, (3) pregnancy, or (4) 
hypermetabolic states producing in¬ 
creased tissue requirements. 

The proper functioning of all cells 
requires an adequate intake of all vita¬ 
mins (water-soluble and fat-soluble). It 
is misleading to assume or propose 
that individuals consuming certain 
OTC nighttime sleep-aids, tranquiliz¬ 
ers and sedatives have selected defi¬ 
ciencies of just those water-soluble vi¬ 
tamins discussed in this document. Vi¬ 
tamin deficiencies are generally mani¬ 
fold and not restricted to one or two 
vitamins. If treatment of vitamin defi¬ 
ciencies is indicated, high doses are 
used and ordinarily several vitamins 
are given, particularly in the case of 
water-soluble vitamins. Also, there is 
virtually nothing, in the current medi¬ 
cal or pharmaceutical literature to 
support the inclusion of selected 
water-soluble vitamins in the OTC 
nighttime sleep-aids, daytime seda¬ 
tives, or stimulants. The water-soluble 
vitamins discussed in this document 
appear to be of no use in conditions 
unassociated with vitamin deficiency 
or impending deficiency. In addition to 
the irrationality, there is a danger in 
the possibility that administration of 
one or two vitamins in small amounts 
may delay proper diagnosis and treat¬ 
ment in occasional cases of true defi¬ 
ciency. The vague suggestion in the la¬ 
beling of such products is that 
“nerves" may be the reason for wake¬ 
fulness, anxiety or agitation and that 
B-vitamins are good for the nerves. 
This claim, whether explicit or implic¬ 
it in the labeling, is not supported by 
objective and conclusive clinical data. 

7. Criteria for determining Category 
I combinations. Although the Com¬ 
missioner has not placed any products 
containing combinations of active in¬ 
gredients in Category I, appropriate 
guidelines are necessary. Accordingly, 
to qualify as a Category I combina¬ 
tion. i.e., one that is generally recog¬ 
nized as safe and effective, each of the 
following conditions must be met: 

a. The combination should include 
only one Category I active nighttime 
sleep-aid ingredient from a given phar¬ 
macological class when such 
ingredient(s) is identified. 

b. Each ingredient in the subject 
combination will have to be present 
within the dosage range for a Catego¬ 
ry I active nighttime sleep-aid ingredi¬ 
ent when each such ingredient is iden¬ 
tified. 
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8. Criteria for Category II combina¬ 
tion products. A combination is classi¬ 
fied by the Commissioner as a Catego¬ 
ry II product, i.e., one that is not gen¬ 
erally recognized as safe and/or not 
generally recognized as effective, if 
any of the following apply: 

a. The combination contains two or 
more drugs from the same pharmaco¬ 
logic class as nighttime sleep-aids. 

b. The combination contains any in¬ 
gredient that is listed elsewhere in this 
document as a Category II ingredient. 

c. The combination contains any 
active nighttime sleep-aid ingredient 
that has not been reviewed by the 
Panel and accordingly is not listed in 
this document. 

d. The combination contains a night¬ 
time sleep-aid ingredient combined 
with a non-nighttime sleep-aid ingredi¬ 
ent which the Commissioner has 
found to be an irrational Ingredient. 

e. The following combinations have 
been classified by the Commissioner as 
Category II: (1) Combinations con¬ 
taining two or more antihistamines. 
The Commissioner concludes that 
there is no rationale for combining 
two or more drugs of the same phar¬ 
macologic class to achieve a desired 
effect. There are no data to support 
claims of safety and effectiveness for 
such combinations. 

(2) Combinations containing bro¬ 
mides ( ammonium, potassium and 
sodium ). The Commissioner concludes 
that combinations containing ammoni¬ 
um bromide, potassium bromide or 
sodium bromide are not safe for OTC 
use. 

(3) Combinations containing scopol¬ 
amine compounds (scopolamine amin- 
oxide hydrobromide and scopolamine 
hydrobromide ). The Commissioner 
concludes that combinations contain¬ 
ing scopolamine aminoxide hydrobro¬ 
mide or scopolamine hydrobromide 
are not safe at dosage levels possibly 
effective as OTC nighttime sleep-aids. 

(4) Combinations containing pas¬ 
sion flower. The Commissioner con¬ 
cludes that there is no rationale for 
adding passion flower to a nighttime 
sleep-aid. The relationship between 
the ingredient and sedation has not 
been demonstrated. 

(5) Combinations containing vita¬ 
mins lall vitamins , including thiamin 
(vitamin B t ), niacin (nicotinic acid), 
and niacinamide ]. The Commissioner 
concludes that there is no rationale 
for adding vitamins to a nighttime 
sleep-aid. The relationship between vi¬ 
tamins and sedation has not been dem¬ 
onstrated. 

9. Criteria for Category III combina¬ 
tion products. A combination is classi¬ 
fied as a Category III combination if 
the nighttime sleep-aid active ingredi¬ 
ent is classified as Category III else¬ 
where in the document. The following 
combinations have been classified by 
the Commissioner as Category III: 


a. Combinations containing antihis¬ 
tamines and certain analgesics ( aceta¬ 
minophen, aspirin, and salicylamide). 
These combinations are placed in Cat¬ 
egory III for two* reasons: (1) The 
sleep-aid component has been catego¬ 
rized as Category III by the Commis¬ 
sioner; and (2) the Commissioner has 
insufficient information to identify a 
significant target population. Addi¬ 
tional studies are required to show 
that there is a target population of 
significant size requiring ingredients 
for both pain and sleep. Experimental 
design for such studies should include 
double-blind investigations using a fac¬ 
torial design testing the combination 
against each ingredient and placebo. If 
evidence is not forthcoming within 3 
years that each ingredient (e.g., the 
claimed nighttime sleep-aid and the 
analgesic) makes a meanginful contri¬ 
bution to the claimed effect, these 
products shall be withdrawn from the 
market. 

The Commissioner concludes that 
combinations containing a nighttime 
sleep-aid and an analgesic are not ra¬ 
tional therapy for patients suffering 
from sleeplessness or pain alone. 

In a combination drug containing a 
nightime sleep-aid ingredient and one 
or more analgesic compounds such as 
acetaminophen, aspirin or salicyla¬ 
mide, these latter ingredients are con¬ 
sidered only as analgesics. If the anal¬ 
gesic component is judged effective by 
the Advisory Review Panel on OTC In¬ 
ternal Analgesic and Antirheumatic 
Drug Products, if the sedative compo¬ 
nent can be proved to be a safe and ef¬ 
fective OTC nighttime sleep-aid, and if 
well-controlled studies can identify a 
significant and meaningful target pop¬ 
ulation for use of such a combination, 
then the combination may prove to be 
rational for concurrent use, i.e., for 
sleeplessness when accompanied by 
pain. For example, in a currently mar¬ 
keted sleep-aid combination product 
containing an antihistamine and anal¬ 
gesics, the manufacturer recommends 
“For best results, adults take two tab¬ 
lets at bedtime to help relieve jmin 
and aid sleep/' Thus, according tothe 
manufacturer's claim, this particular 
combination is recommended for 
nighttime use in patients sufering 
from a combination of pain and insom¬ 
nia or from “insomnia expectation." 
The analgesic combination, when 
taken as recommended, namely, two 
tablets, seems to be a fairly appropri¬ 
ate mild analgesic, although the final 
decision regarding this effect has been 
deferred to the Advisory Review Panel 
on OTC Internal Analgesic and Antir¬ 
heumatic Drug Products. 

Whether the combination of an an¬ 
algesic and a nighttime sleep-aid en¬ 
hances the effectiveness of either type 
of agent cannot be answered from the 
data reviewed. Only a factorial design 
(Ref. 1) comparing the combination 


with a placebo would provide the 
answer. One may well postulate that, 
once pain is relieved by the analgesic 
component, the patient will sleep even 
without a nighttime sleep-aid. On the 
other hand, the OTC nighttime sleep- 
aid may indeed provide additional 
benefits. The studies submitted do not 
provide an answer to these uncertain¬ 
ties. 

In any studies designed to evaluate 
such a combination, subjects/selected 
should be individuals with pain as well 
as sleep problems. A more elaborate 
design could include a group of sub¬ 
jects with both pain and sleep prob¬ 
lems, a group of subjects with only 
sleep problems, and a group of sub¬ 
jects with only pain, but the first fac¬ 
torial design is considered sufficient. 

The data presented to the Commis¬ 
sioner do not establish whether pa¬ 
tients use the combination primarily 
for pain or primarily for sleep induc¬ 
tion. The combination seems to be pro¬ 
posed primarily as a pain reliever im¬ 
plying that, if one does not have pain, 
one will sleep well. The combination is 
not suggested for the general insomni¬ 
ac. 

The manufacturer produced seven 
well-designed, well-controlled studies 
in support of its claim. Four of these 
studies were “analgesic-sedative stud¬ 
ies" conducted in patients suffering 
primarily from pain, possibly associat¬ 
ed with secondary sleep disturbances 
(Refs. 2 through 5); one was a study of 
chronic insomniacs in an outpatient 
population (Ref. 6); one was a study 
conducted in a nursing home (Ref. 7); 
and one was an experimental study 
conducted in normal subjects who 
were loaded with water to produce 
wakefulness (Ref. 8). 

All seven studies were generally well 
done, some involving an acute type of 
experiment with each patient receiv¬ 
ing one medication; a few studies in¬ 
volved giving medication to geriatric 
patients and other outpatients over a 
longer period of time. The most clear- 
cut and best designed experiments are 
some of the acute experiments (Ref. 
3). They indicate clearly that the com¬ 
bination is more effective than placebo 
in inducing sleep, creating a better 
quality of sleep, and reducing pain. 
The problem with all of these investi¬ 
gations is that they were designed to 
show effectiveness of the combination. 
They were not designed to find out 
whether both the analgesic and anti¬ 
histamine medications are needed or 
whether all patients with pain and 
pain related insomnia, or even only ex¬ 
pected insomnia, would have been im¬ 
proved Just as well with only the anal¬ 
gesic medication. Therefore, these 
seven well-designed studies do not 
define the relative effectiveness of the 
hynoptic and analgesic ingredients in 
the combination. 

In an analgesic nighttime sleep-aid 
combination such as that discussed 
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above, the Commissioner concludes as 
follows: 

The general regulations for the OTC 
drug review required the Panel to ad¬ 
dress drug active ingredients and 
claims, rather than finished total 
products. In this case, the Panel was 
required to determine which ingredi¬ 
ent in the combination product has ac¬ 
tivity as an OTC nighttime sleep-aid 
and which ingredients have activity as 
analgesics. The Panel could not, as 
was suggested in one submission, set 
aside this requirement and merely de¬ 
termine that the whole product is safe 
and effective. 

Pain may indeed prevent sleep, as 
might acid indigestion, coughing or 
sunburn. If the Commissioner were to 
follow the rationale that pain discom¬ 
fort prevents sleep and that something 
which affords relief from pain discom¬ 
fort can therefore be considered a 
nighttime sleep-aid, it would be neces¬ 
sary to permit the use of a similar 
nighttime sleep-aid claim for any in¬ 
gredient used to treat any condition 
that might interfere with sleep. Such 
ingredients might be antacids, cough 
remedies, or sunburn lotions. It is ob¬ 
vious that such drugs are not intended 
to induce sleep per se. If evidence is 
not forthcoming to support the pres¬ 
ence of Category III antihistamines as 
active OTC nighttime sleep-aid ingre¬ 
dients in combination with analgesics, 
nighttime sleep-aid labeling claims 
made on the basis of analgesics alone 
would be misleading. 

The Commissioner is aware that 
there may well be a significant 
number of people suffering from both 
pain and sleeplessness caused by fac¬ 
tors other than pain. An analgesic 
nighttime sleep-aid combination could 
be rational for such a group. Its target 
population, however, would include 
only those individuals suffering from 
both symptoms simultaneously. Label¬ 
ing for such a combination would have 
to state clearly that it is for use only 
when both symptoms occur together, 
not only that one or the other is an¬ 
ticipated. 

For combinations containing both 
antihistamines and analgesics, addi¬ 
tional studies are required to show 
that there is a significantly large 
target population requiring ingredi¬ 
ents concurrently for both pain and 
sleep. Experimental design for such 
studies should include double-blind in¬ 
vestigations using a factorial design 
testing the combination against each 
ingredient and placebo. If evidence is 
not forthcoming within 3 years that 
each ingredient (e.g., the sleep-aid and 
the analgesic) makes a meaningful 
contribution to the desired effect, the 
product should be withdraw from the 
market. 

10. Inactive ingredients. The Panel 
recommended that OTC drugs should 
contain only such inactive ingredients 


as are necessary for pharmaceutical 
formulation and are known to be safe 
and they also expressed concern about 
the presence of talc containing asbes¬ 
tos in OTC products. As discussed in 
comment 12, the Commissioner con¬ 
cluded that inactive ingredients, in¬ 
cluding talc, will be governed by the 
Commissioner’s proposed regulation 
on inactive ingredients published in 
the Federal Register of April 12. 
1977 (42 FR 19156). Therefore, the 
Commissioner has deleted any further 
discussion of inactive ingredients from 
this document. 
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III. The Commissioner’s Conclusions 
on Daytime Sedatives 

a. general discussion 

The Commissioner concludes that 
the term “tranquilizer” is not an apt 
description of the drugs promoted as 
daytime sedatives or calmatives, be¬ 
cause it promises a qualitatively differ¬ 
ent effect from that which an OTC 
drug can provide. Therefore, the Com¬ 
missioner has used the term “OTC 
daytime sedative” within this docu¬ 
ment to describe an OTC drug claim¬ 
ing mood modification. 

The Panel voted to place OTC day¬ 
time sedatives in Category III to offer 
maximum opportunity for those wish¬ 
ing to develop evidence that suitable 
target population existed and that 
these ingredients were effective in re¬ 
ducing nervous tension. The Commis¬ 
sioner has reviewed the available data 
and concludes that he is unable to 
permit the marketing of these ingredi¬ 
ents during the 4 to 6 years necessary 
to complete testing. The labeling 
claims for these ingredients suggest 
that they are useful for occasional 


“simple nervous tension.” “nervous ir¬ 
ritability,” and “simple nervousness 
due to common everyday overwork 
and fatigue.” The Commissioner has 
determined that these claims do not 
refer to any definable symptom re¬ 
quiring medication, but that they are 
descriptions of normal transient vari¬ 
ations in mood which are inappropri¬ 
ate for OTC drug therapy. Thus these 
ingredients offer no benefit to the 
user. 

The major class of drugs reviewed 
for use as OTC daytime sedatives was 
the antihistamine group, products 
that the Commissioner recognizes as 
probably effective at appropriate 
doses in producing drowsiness and 
sleep. The Commissioner has reviewed 
that available data and has deter¬ 
mined that there is no evidence of any 
anti-anxiety or calmative effect apart 
from the sleep-inducing properties of 
antihistamine daytime sedatives. (See 
comment 68.) This sedative effect 
would be hazardous in persons whose 
daytime activities require alertness 
and coordination. 

Based on the scientific data availa¬ 
ble for marketed products and on the 
Panel’s review of the literature, the 
Commissioner has concluded that 
there are no demonstrable conditions 
for which OTC daytime sedatives are 
useful, and hence no target population 
who could benefit by their use. These 
issues are more fully discussed in com¬ 
ments 68, 73, and 76. 

The Commissioner concludes that he 
will accept the minority position of 
the Panel with respect to OTC antihis¬ 
tamine daytime sedatives and that 
these products shall be classified as 
Category n, and shall be removed 
from the market. Scopolamine and the 
bromides were classified by the Panel 
as Category II on grounds of safety 
and effectiveness, and the Commis¬ 
sioner concurs with these findings. 

b. safety and effectiveness 

Currently marketed products which 
have been classified as OTC daytime 
sedatives generally contain antihista¬ 
mines. scopolamines or bromides 
either singly or in combinations. Sco- 
polamines and bromides have been de¬ 
termined by the Commissioner to be 
unsafe for OTC use and will be fur¬ 
ther discussed below. Antihistamines, 
as stated previously in the discussion 
pertaining to OTC nighttime sleep- 
aids, may, in addition to their antihis- 
taminic action, induce drowsiness 
when used in the treatment of aller¬ 
gies. (See part II. paragraph C.3.a. 
above—Antihistamines.) 

Furthermore, with respect to the 
profile of pharmacological activities of 
the antihistamines, the Commissioner 
concludes that there is little or no evi¬ 
dence that such drugs possess anti¬ 
anxiety psychotropic properties .com¬ 
parable to those demonstrated in clini- 
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cal studies with the prescription tran¬ 
quilizers. Some antihistamines may, 
however, produce a sedative effect 
that would have no value as a mood 
modifier or anti-anxiety drug. Any 
anti-anxiety psychotropic activity, if it 
exists, most likely would be related to 
the “drowsiness” effect of the antihis¬ 
tamines. 

Therefore, the Commissioner is con¬ 
cerned with a possible danger in 
“treating” simple and transient vari¬ 
ations in normal mood and behavior 
with OTC products containing antihis¬ 
tamines or any similar sedating agent. 
The Commissioner believes that such 
drugs affecting mind and mood have 
much broader implications than other 
OTC classes of drugs (e.g., antacids, 
laxatives) in that alterations in an in¬ 
dividual’s mood indirectly affect other 
individuals. There is also possible 
danger that because of the excessive 
sedation, individuals with normal anxi- 
ety-like symptons will involuntarily, 
and unwittingly suffer reduced alert¬ 
ness, ability to concentrate and motor 
coordination. The Commissioner con¬ 
cludes that such use will restrict the 
individual’s ability to cope with his en¬ 
vironment. In the case of antihista¬ 
mines, depressant effects appear at 
low concentrations and excitatory ef¬ 
fects at high concentrations (Ref. 1); 
however, this varies from person to 
person. In some cases the excitatory 
effect is dominant even at low concen¬ 
trations, and in other cases antihista¬ 
mines produce depression throughout 
the normal dosage range so that 
therapeutic effects lack predictability. 

In the general population, many 
people experience tension and most 
people have learned how to deal with 
it. Where tension becomes disabling, 
some individuals need medical assist¬ 
ance (e.g., counseling) and/or psycho¬ 
tropic medication. In such cases, effec¬ 
tive psychotropic drugs do exist but 
are available only on prescription. The 
Commissioner concludes that it is 
highly unlikely that the submitted 
OTC ingredients could be shown to be 
effective because normal tension or 
anxiety is difficult to* measure in a 
target population by current medical 
standards. In any case, the Commis¬ 
sioner concludes that there are insuffi¬ 
cient data (or, more accurately, there 
is a sufficient dearth of data support¬ 
ing effectiveness) to determine that 
the ingredients are not generally rec¬ 
ognized as safe and effective for treat¬ 
ing that condition, and accordingly 
cannot appropriately be classified in 
Category III. If they are effective, this 
can be demonstrated in a new drug ap¬ 
plication. 

A suggestion was made in one sub¬ 
mission (Ref. 2) to replace alcohol use 
(or abuse) with OTC daytime sedatives 
when individuals, emotionally upset or 
unable to cope with particular life 
stresses, would normally turn to alco¬ 


hol. The Commissioner is aware that 
there is massive alcohol abuse in the 
U.S. and that there are also thousands 
of people who misuse and abuse drugs 
in this country. 

Since the primary function of OTC 
products is to relieve symptoms of self- 
limiting diseases not requiring medical 
intervention, the Commissioner has 
concluded that OTC daytime sedative 
self-medication is not safe and not ef¬ 
fective in the treatment of serious 
emotional and behavioral problems, 
including chronic alcohol and/or drug 
abuse. A substitution of OTC daytime 
sedatives for alcohol will certainly not 
exert any constructive effects on the 
individual’s basic psychological or en¬ 
vironmental problems. Where individ¬ 
ual subjects are using alcohol to re¬ 
solve serious personal life stress prob¬ 
lems, they most likely would require 
medical and often psychiatric inter¬ 
vention. Use of an OTC daytime seda¬ 
tive as a substitute for alcohol in re¬ 
lieving life stress is particularly con¬ 
traindicated since it delays proper 
medical treatment. 

The Commissioner also takes note of 
the fact that there is a very high fre¬ 
quency of cases of poisoning involving 
simultaneous use of sedative drugs and 
alcohol; the additive effects of these 
agents can lead to serious toxicity. 
The Commissioner is not aware of any 
data to support the contention that 
nonuse of daytime sedatives marketed 
for “occasional simple nervous ten¬ 
sion,” or the like, leads to abuse of al¬ 
cohol or alcoholism. The epidemiology 
of alcohol abuse is an extremely com¬ 
plex subject that allows very few “cau¬ 
sative” statements to be made. It is 
conceivable that there may be situa¬ 
tions where drugs should be substitut¬ 
ed for alcohol abuse but that is more 
properly the province of the physician 
with a great deal of experience in deal¬ 
ing with alcohol abuse and certainly is 
far beyond the scope of the OTC Drug 
Review. 

The Commissioner concludes, based 
upon the current available data and 
the lack of well-defined indications for 
safe OTC use, that if there is to be 
pharmacological intervention in cases 
of anxiety-like symptomatology, the 
drugs of choice are tranquilizers, avail¬ 
able by prescription', which have been 
extensively studies and evaluated as 
psychotropic drugs. The Commissioner 
recognizes that several antihistamines 
(methapyrilene, pyrilamine and phen¬ 
yl toloxamine) have been marketed for 
OTC daytime sedative activity, but 
concludes that there is no meaningful 
data which demonstrate that these in¬ 
gredients have psychotropic activity. 
Therefore, the Commissioner has 
placed antihistamines in Category II 
since the available data do not show 
that they are safe or effective as day¬ 
time sedatives, and also because of 
their unacceptably low benefit to risk 


ratio and lack of an appropriate target 
population. The following is a review 
of the available published and unpub¬ 
lished material relating to the effec¬ 
tiveness of products marketed as OTC 
daytime sedatives. 

Only one controlled clinical trial 
evaluating the role of OTC daytime se¬ 
datives in mild to moderately anxious 
patients exists in the literature (Ref. 
3). In this study, a claimed OTC day¬ 
time sedative containing methapyri¬ 
lene, pyrilamine maleate and scopol¬ 
amine is compared with aspirin, chlor- 
diazepoxide and placebo in a 2-week 
clinical trial. The results indicate 
chlordiazepoxide produces significant¬ 
ly more improvement than the other 
three agents which did not differ sig¬ 
nificantly from each other. In fact, 
the OTC product was no different 
from placebo in effectiveness. 

Besides the published study men¬ 
tioned above, there are only two un¬ 
published reports in the submissions 
(Refs. 4 and 5). 

The first unpublished report (Ref. 4) 
does not provide enough details to 
evaluate it fully. This study uses only 
25 subjects and a design which identi¬ 
fies drug and placebo simply as A and 
B, permitting users to determine 
which drug they are ingesting, thus 
destroying the double-blind design. 
The study suggests mild sedative activ¬ 
ity of the daytime drug, but it does 
not conclusively support the effective¬ 
ness of the drug reviewed. 

The statistical results in the second 
unpublished report (Ref. 5) at first 
sight are more impressive, since the 
significance obtained is acceptable for 
clinical studies. However, the fact that 
patients with headaches had to be 
omitted from such significance to 
occur is unfortunate. It is well known 
that tension and headache are often 
concommitant symptoms (60 percent 
of the patients in this study had head¬ 
ache), and breaking any link in the 
tension-headache-tension cycle by 
drug treatment is usually sufficient to 
allay both the tension and the pain. 

One other problem concerns the 
choice of subjects. These were patients 
who were seen for “other complaints 
which did not interfere with the evalu¬ 
ation of the sedative.” It was not clear 
how the investigators were sure of 
that fact. Almost any complaint con¬ 
sidered serious enough for the patient 
to consult his physician could be asso¬ 
ciated with some degree of stress, 
which might conceivably interfere 
with a tension-sedative treatment pro¬ 
gram. 

The possibility mentioned by the au¬ 
thors that some patients took aspirin 
during the study period is unfortunate 
because aspirin could significantly 
alter the tension state by reducing a 
headache or other body pains which 
contributed to the tension state. Since 
the authors did not indicate the 
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number of patients who took aspirin, 
it is difficult to evaluate its effect on 
the results obtained. 

Finally, in the first part of the 
study, in a sample group of 87 pa¬ 
tients, drug and placebo responses 
were practically identical. Drug-place¬ 
bo differences were only obtained in 
the crossover portion of the study and 
no differences were observed compar¬ 
ing the OTC sedative (N=40 patients) 
and placebo (N=47 patients) when 
given first (Ref. 6). 

This report is the only available to 
date which may possibly be considered 
as providing some support for the ef¬ 
fectiveness of on OTC daytime seda¬ 
tive. However, the separation between 
tense individuals who have and who do 
not have headache, both for the pur¬ 
pose of producing statistical signifi¬ 
cance in the study and for identifying 
potential users of the OTC drug in 
practice, does not seem to be a realistic 
approach in light of the frequent oc¬ 
currence of headaches in tense individ¬ 
uals. In addition, the OTC drug was 
often used only once daily, and with¬ 
out having data as to the time of day 
the drug was taken. One cannot ex¬ 
clude the possibility that the OTC 
drug was primarily used in the even¬ 
ing, as a mild sleep inducer and not as 
a daytime sedative, since it might tend 
to slant the results toward greater ef¬ 
fectiveness. 

In summary, the Commissioner is 
aware of only one published controlled 
study (Ref. 3). This study established 
clearly the methodology for clinical 
studies of OTC daytime sedatives and 
the ineffectiveness of the OTC seda¬ 
tive combination in relieving mild 
anxiety tension. The only claims of ef¬ 
fectiveness of OTC daytime sedatives 
have been offered by two submissions 
to the Panel (Refs. 5 through 8). Of 
the data submitted, only one study 
(Ref. 5) presents data on the effective¬ 
ness of OTC daytime sedatives and 
that study has deficiencies discussed 
earlier in this document. 

The Commissioner concludes that 
evidence presently available does not 
support the use of OTC daytime seda¬ 
tives since a suitable target population 
has not been identified and the seda¬ 
tion accompanying these ingredients 
produces an unacceptalby low benefit 
to risk ratio. Therefore the Commis¬ 
sioner concludes that daytime seda¬ 
tives shall be classified as Category II. 

LABELING 

The Panel discussed several warn¬ 
ings to be included on daytime seda¬ 
tive products. The Commissioner has 
concluded that all daytime sedatives 
are Category II and concludes also 
that all labeling for these products is 
Category II. Therefore a general dis¬ 
cussion on labeling is not warranted. 
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C. CATEGORIZATION OP DATA 

1. Category I conditions under which 
daytime sedatives are generally recog¬ 
nized as safe and effective and are not 
misbranded. 

Category I Active Ingredients 

The Commissioner concludes that 
none of the submitted active ingredi¬ 
ents can be generally recognized as 
safe and effective and not misbranded 
as daytime sedatives. 

Category I Labeling 

The Commissioner concludes that 
since all daytime sedatives are Catego¬ 
ry II no labeling can be generally rec¬ 
ognized as safe and effective and not 
misbranded. Therefore, a discussion of 
Category I labeling is unnecessary. 

2. Category II conditions under 
which daytime sedatives are not gener¬ 
ally recognized as safe and effective or 
are misbranded. 

Category II Active Ingredients 

The Commissioner concludes that 
the following daytime sedative active 
ingredients cannot be generally recog¬ 
nized as safe and effective or are mis¬ 
branded: 

Antihistamines: 

Diphenhydramine hydrochloride 
Doxylamine succinate 
Methapyrilene (methapyrilene hydro¬ 
chloride, methapyrilene fumarate) 
Phenyltoloxamine dihydrogen citrate 
Pyrilamine m&leate 
Bromides: 

Ammonium bromide 
Potassium bromide 
Sodium bromide 
Scopolamine compounds: 

Scopolamine aminoxide hydrobromide 
Scopolamine hydrobromide 
Miscellaneous compounds: 

Acetaminophen 

Aspirin 

Salicylamide 


Niacinamide 
Thiamine hydrochloride 

The Commissioner discusses above 
the reasons why agents that produce 
drowsiness are not properly classified 
in Categories I or III for use as day¬ 
time sedative or calmative drugs. 
Below, he discusses particular aspects 
of individual ingredients considered by 
the panel for this indication. 

a. Antihistamines, The Commission¬ 
er concludes that while the pharmaco¬ 
logical effects of the antihistamines 
may be of value as nighttime sleep- 
aids as discussed earlier in this docu¬ 
ment, there are no meaningful data to 
determine that the antihistamines are 
safe or effective for OTC use as day¬ 
time sedatives. 

(1) Diphenhydramine hydrochloride. 
The Commissioner concludes that di¬ 
phenhydramine hydrochloride cannot 
be generally recognized as safe or ef¬ 
fective because there are no data to 
support clinical effectiveness as a day¬ 
time sedative product and because al¬ 
though the drug may be safe in terms 
of toxicity, the drowsiness effect could 
be hazardous in daytime use. The 
Commissioner notes that no submis¬ 
sion was received for this ingredient as 
an OTC daytime sedative and that it 
has no claim and has never been mar¬ 
keted for this activity. In addition, 
unlike the extensive clinical use of di¬ 
phenhydramine as a nighttime sleep- 
aid, there are no reports of clinical ex¬ 
perience with this ingredient as a day¬ 
time sedative. 

The discussion above relating to di¬ 
phenhydramine hydrochloride for use 
as an OTC nighttime sleep-aid careful¬ 
ly sets forth the action as well as side 
effects of this ingredient. From that 
discussion, the Commissioner is unable 
to determine how this ingredient 
should be employed in OTC daytime 
sedatives. All of the discussion in the 
OTC nighttime sleep-aid area tends to 
show diphenhydramine hydrochloride 
as an ingredient which will produce 
excessive drowsiness at therapeutic 
levels resulting either in sleep or de¬ 
creased motor function (e.g., inability 
to function properly when driving or 
operating machinery). 

(2) Doxylamine succinate. The Com¬ 
missioner concludes that doxylamine 
succinate cannot be generaly recog¬ 
nized as either safe or effective be¬ 
cause there are no data to support 
clinical effectiveness as a daytime sed¬ 
ative product and because, although 
the drug may be safe in terms of toxic¬ 
ity, the drowiness effect could be haz¬ 
ardous in daytime use. The Commis¬ 
sioner notes that no submission was 
received for this ingredient as an OTC 
daytime sedative and that it has never 
been claimed or marketed for this use. 

In the discussion above relating to 
doxylamine succinate for use as an 
OTC nighttime sleep-aid, the action as 
well as side effects of this ingredient 
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have been carefully set forth. Prom 
this discussion the Commissioner is 
unable to determine how this ingredi¬ 
ent should be employed in OTC day¬ 
time sedatives. All of the discussion in 
the OTC nighttime sleep-aid area 
tends to show doxylamine succinate as 
an agent which will cause drowsiness, 
although only two clinical reports on 
the effectiveness of doxylamine as a 
nighttime sleep-aid have been found. 
No reports have been found on the use 
of this ingredient as a daytime seda¬ 
tive. 

(3) Methapyrilene hydrochloride , 
methapyrilene fumarate, pyrilamine 
maleate. The methapyrilenes appear 
in a number of marketed OTC prod¬ 
ucts with daytime sedative claims. Pyr¬ 
ilamine appears in one marketed OTC 
combination product submitted to the 
Panel but there are no data on the 
single ingredient. 

The Commissioner concludes that 
there is no evidence of effectiveness 
for methapyrilene hydrochloride, 
methapyrilene fumarate and pyrila¬ 
mine maleate to be used in a daytime 
sedative product. The Commissioner 
concludes that, while these antihista¬ 
mines may be safe in terms of toxicity, 
the drowsiness that occurs with both 
methapyrilene and pyrilamine could 
be hazardous in daytime use. For 
these reasons the Commissioner has 
placed these ingredients for use as 
daytime sedatives in Category II. In 
addition, as previously discussed, the 
Commissioner has placed methapyri¬ 
lene in Category II due to its possible 
carcinogenic potential. 

In the discussion above relating to 
the methapyrilenes and pyrilamine for 
use as OTC nighttime sleep-aids, the 
Commissioner has carefully set forth 
the actions as well as side effects of 
these ingredients. Prom these discus¬ 
sions. the Commissioner is unable to 
determine how these ingredients 
should be employed in OTC daytime 
sedatives. 

(4) Phenyltoloxamine dihydrogen ci¬ 
trate, , The Commissioner concludes 
that there is no evidence of effective¬ 
ness for phenyltoloxamine dihydrogen 
citrate to be used in a daytime seda¬ 
tive product. While this product may 
be safe in terms of toxicity, the 
drowsiness effect could be hazardous 
in daytime use. The drug is currently 
promoted as a “calmative” in an OTC 
combination drug product. 

In the discussion above relating to 
phenyltoloxamine dihydrogen citrate 
for use as an OTC nighttime sleep-aid, 
the Commissioner has carefully set 
forth the actions as well as side effects 
of this ingredient. Prom these discus¬ 
sions, the Commissioner is unable to 
determine how this ingredient should 
be employed in OTC daytime sedatives 
and has classified this ingredient as 
Category II. 

b. Bromides ( ammonium, potassium, 
sodium ). Based on the discussion 


above relating to bromides for use as 
OTC nighttime sleep-aids, the Com¬ 
missioner concludes that they are 
unsafe as daytime sedatives. If taken 
over the period of time needed to 
reach therapeutic levels, severe toxic 
symptoms frequently occur. This is be¬ 
cause bromides and chlorides are 
cleared from the kidney, but bromide 
clearance is slightly less efficient, so 
that the bromide level tends to build 
up. 

The only submitted product suggests 
a dosage level of not less than 600 mg 
and not more than 1,800 mg per day of 
a combination of all three bromide 
salts. This product, which claims “cal¬ 
mative” action, sets no limit on the 
length of use of bromides. Yet, to use 
the bromides chronically without 
monitoring the patient's chloride bal¬ 
ance and serum bromide is not safe 
medical practice since small changes 
in chloride intake or small changes in 
renal function can lead to severe poi¬ 
soning. 

The Commissioner concludes that 
ammonium bromide, potassium bro¬ 
mide and sodium bromide, which act 
by displacement of body chloride, if 
taken in dosage levels presently rec¬ 
ommended, do not act as daytime se¬ 
datives in a single dose. If taken over 
the period of time needed to reach 
therapeutic levels, severe toxic symp¬ 
toms frequently occur. In addition, 
bromides readily cross the placental 
barrier, which might result in terato¬ 
genic effects such as mental retarda¬ 
tion of the offspring. 

The discussion of bromides in the 
nighttime sleep-aids section above 
shows not only that the bromides are 
agents which, once they finally reach 
therapeutic levels, can cause excessive 
drowsiness, but also shows them to 
possess sufficient toxic characteristics 
to render them unsuitable for use as 
OTC daytime sedatives. 

c. Scopolamine compounds ( scopol¬ 
amine hydrobromide, scopolamine 
aminoxide hydrobromide ). The Com¬ 
missioner concludes that these com¬ 
pounds are unsafe because of their ex¬ 
tensive toxicity and are ineffective in 
presently marketed dosages. 

In the discussion above relating to 
scopolamine for use as an OTC night¬ 
time sleep-aid, the Commissioner has 
carefully set forth the action as well 
as toxic effects of this ingredient. 
Prom this discussion the Commission¬ 
er is unable to determine how this in¬ 
gredient should be employed in OTC 
daytime sedatives. All of the discus¬ 
sion in the OTC nighttime sleep-aid 
area tends to show scopolamine com¬ 
pounds as agents which may result in 
extensive toxicity without any data to 
support their clinical effectiveness as 
daytime sedatives. 

d. Miscellaneous compounds ( aceta¬ 
minophen, aspirin, salicylamide, nia¬ 
cinamide, thiamine hydrochloride ). 


The Commissioner concludes that 
these compounds are irrational for use 
either singly or in combination as day¬ 
time sedatives. 

The Commissioner is unaware of any 
data for analgesics (acetaminophen, 
aspirin, salicylamide) or vitamins (nia¬ 
cinamide, thiamine hydrochloride) 
which support their use as daytime se¬ 
datives. 

Category II Labeling 

The following claims were submitted 
for the daytime sedative products: “oc¬ 
casional simple nervous tension”, “ner¬ 
vous irritability”, “nervous tension 
headache”, “simple nervousness due to 
common everyday overwork and fa¬ 
tigue”, “a relaxed feeling”, “calming 
down and relaxing”, “gently soothe 
away the tension”, “calmative”, and 
“resolving that irritability that ruins 
your day”. The Commissioner has con¬ 
cluded that there appear to be no 
clear cut indications for the use of 
OTC daytime sedatives, and that the 
area of normal or relatively normal 
variations in mood is not an appropri¬ 
ate one for pharmacological interven¬ 
tion. Also, an indication has not been 
clearly identified. For these reasons 
the Commissioner has determined 
that daytime sedatives are Category 
II. Since the entire class of daytime se¬ 
datives are Category II the Commis¬ 
sioner concludes that all labeling for 
such products is also Category II. 

3. Category III conditions under 
which the available data are insuffi¬ 
cient to permit final classification at 
this time The Commissioner has de¬ 
termined above that all daytime seda¬ 
tives and labeling are Category II. 
Therefore, any discussion of Category 
III conditions will be deleted from this 
document. 

D. DATA REQUIRED FOR OTC DAYTIME 
SEDATIVE INGREDIENT EVALUATION 

The Commissioner is unable to de¬ 
termine a class of drugs that are safe 
and effective in the relief of anxiety¬ 
like symptoms for daytime use. The 
Commissioner has determined that all 
OTC daytime sedatives are Category 
II. The Commissioner concludes that 
any further testing for safety and ef¬ 
fectiveness would be fruitless and 
therefore deletes any discussion of 
testing guidelines from this document. 

E. COMBINATIONS OF ACTIVE INGREDIENTS 

The Commissioner has not identified 
an indication or appropriate active in¬ 
gredient for use in OTC daytime seda¬ 
tives and has placed all daytime seda¬ 
tives in Category II. Therefore, any 
product containing a Category II day¬ 
time sedative would also be Category 
II. There was one combination con¬ 
taining the antihistamine phenylto¬ 
loxamine dihydrogen citrate, an anal¬ 
gesic and caffeine in a submitted prod- 
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uct which claimed both calmative 
action and enhanced pain relief. This 
particular combination divided its an¬ 
algesic and calmative claims and at¬ 
tributed the calmative action only to 
phenyltoloxamine dihydrogen citrate. 
The Commissioner places this combi¬ 
nation in Category II for the calma¬ 
tive claim. As to the claimed enhance¬ 
ment of the analgesic effect which re¬ 
sults when the analgesic is combined 
with the antihistamine, the Commis¬ 
sioner deferred to the OTC Internal 
Analgesics Panel for such a determina¬ 
tion. That Panel's recommendations 
were published in the Federal Regis¬ 
ter of July 8. 1977 (42 FR 35346). 

IV. The Commissioner’s Conclusions 
on Stimulants 

a. general discussion 

The Commissioner is aware of the 
use of either prescription drugs (e.g., 
amphetamines, desoxyephedrine) or 
OTC drugs (e.g.. caffeine) by many in¬ 
dividuals to promote wakefulness and 
to decrease the sense of fatigue and 
boredom in performing tedious work 
over rather long periods of time. Such 
drugs are referred to as stimulants and 
are used to increase mental alertness. 
For example, caffeine is commonly 
used as an aid to automobile driving, 
especially tor the relief of the phe¬ 
nomenon "highway hypnosis” encoun¬ 
tered during extensive periods of con¬ 
tinuous driving. Currently marketed 
OTC products are promoted with such 
claims as "keep alert.” "restore mental 
alertness.” and "for fast pick-up.” 

The Commissioner believes that a 
suitable adult target population exists 
which can benefit from the occasional 
use of safe and effective OTC stimu¬ 
lant drugs. In cases where mental 
alertness or motor performance is nec¬ 
essary, such drugs can modify fatigue 
states to allow successful completion 
of a required task. The Commissioner 
concludes that use of such OTC prod¬ 
ucts by individuals under 12 years of 
age should only be under the advice 
and supervision of a physician. 

The Commissioner concludes that an 
ideal OTC stimulant preparation must 
be able to produce enhanced motor 
performance when such performance 
is reduced because of fatigue or 
drowsiness. The therapeutic effect 
should be of sufficient duration to be 
useful in accomplishing a particular 
task. For example, the drug should 
permit an automobile driver to main¬ 
tain normal performance in complet¬ 
ing a reasonably short journey to a 
stopping place. Hence, such products 
are for occasional use only and never 
for more than 1 to 2 weeks except 
under the advice and supervision of a 
physician. 

B. SAFETY AND EFFECTIVENESS 

The Commissioner concludes that 
the ideal OTC stimulant preparation 


should produce stimulation without 
untoward physiological effects on the 
central nervous system or the cardio¬ 
vascular system or other acute toxic 
signs. Such undesirable effects would 
include an appreciable number of ab¬ 
normalities of rate and/or rhythm of 
the heart or of respiration, or excit- 
ment or other undue disturbances of 
central nervous system function. In 
general, side effects that follow use of 
the drug should not be of such a 
degree or quality as to offset the bene¬ 
ficial effects of the drug. For example, 
excessive nervous system stimulation 
to an extent that would exceed the 
effect required to reduce fatigue could 
reduce the efficiency of a motor vehi¬ 
cle operator. The drug should produce 
enhanced performance without lead¬ 
ing to a dangerous and unanticipated 
letdown after the therapeutic effect is 
achieved. There should be no distress¬ 
ful effect upon peripheral nervous 
functions, such as an obvious tremor 
or incoordination caused by the stimu¬ 
lant. There should be no interference 
of a significant degree with the 
normal pattern of sleep, including the 
quality, distribution in time, and the 
quantity of REM sleep. REM or D- 
state is rapid-eye-movement sleep as¬ 
sociated with dreaming. When the 
amount of such sleep is reduced, it 
may lead to excess restlessness or irri¬ 
tability in the waking state. The drug 
should be for occasional use of not 
more than 2 weeks, and there should 
neither be tolerance nor dependence 
after such use. There should be a safe 
margin between the toxic and thera¬ 
peutic doses of the drug. There should 
be no interactions of a dangerous or 
unpleasant nature between the drug 
and the other commonly employed 
drugs, foods or beverages when these 
are taken concomitantly. 

C. CATEGORIZATION OF DATA 

1. Category I conditions under which 

OTC stimulants are generally recog¬ 
nized as safe and effective and are 

not misbranded. 

Category I Active Ingredients 

a. Caffeine. The Commissioner con¬ 
cludes that caffeine is safe and effec¬ 
tive for use as a stimulant when used 
in the recommended oral dose of 100 
to 200 mg not more often than every 3 
to 4 hours. 

The Commissioner is not aware of 
any reports of fatal accidents after 
oral ingestion of caffeine and con¬ 
cludes that the incidence of fatal tox¬ 
icity is low. The fatal dose for man is 
probably far greater than recommend¬ 
ed doses since ingestion of up to 10 g 
was followed by complete recovery in 6 
hours (Ref. 1). With doses of 1 g. in¬ 
somnia, anxiety, irritability, muscle 
twitching, headache and nausea may 
be experienced. Palpitations, tachycar¬ 
dia and cardiac irregularity may also 
occur (Ref. 2). 


Death was reported after intrave¬ 
nous administration of 3.2 g. In such 
cases, there may well be other factors. 
Too rapid injection of almost any drug 
can cause cardio-respiratory collapse 
and death. A review of acute and 
chronic toxicity with regard to caf¬ 
feine has been prepared by Peters 
(Ref. 2). Severe poisoning causes car¬ 
diovascular collapse, including a fall in 
blood pressure. Vomiting and convul¬ 
sions have followed oral doses of 10 g 
of caffeine with complete recovery in 6 
hours. 

Chronic ingestion of caffeine in 
larger than recommended doses can 
lead to "habituation” which is a mild 
form of drug addiction. When this 
occurs, caffeine, usually taken in the 
form of beverages, is required to feel 
"normal.” Withdrawal symptoms are 
not severe or life-threatening (Refs. 3, 
4, and 5). However, the Commissioner 
concludes that products containing 
caffeine should not include claims 
such as "non-habit forming” in their 
labeling. Caffeine affects the pattern, 
but not the total amount of REM 
sleep (Ref. 6). 

The Commissioner notes that coffee 
(or strong tea) contains about 100 mg 
caffeine per cup, the same amount as 
the usual recommended dose of caf¬ 
feine currently marketed in OTC prep¬ 
arations. The literature contains much 
information about studies on coffee 
drinkers vs. noncoffee drinkers. 

The stimulating effect of caffeine 
(100 to 200 mg) on motor performance 
has been quite consistently reported 
by many investigators using a variety 
of expeiflmental designs and tests of 
performance. The drug is most effec¬ 
tive in the presence of fatigue, restor¬ 
ing altertness and the ability to per¬ 
form tasks requiring muscular coordi¬ 
nation with greater facility and less 
error. Reports of such effects can be 
explained on the basis of CNS stimula¬ 
tion and do not depend on peripheral 
effects, such as direct effects on the 
retina, improvement in "night vision.” 
or the like (Refs. 7 through 10). In 
large doses, caffeine can stimulate res¬ 
piration, but drugs are not ordinarily 
used for this effect in present day 
clinical medicine (Ref. 11). 

Chemically, caffeine is 1,3,7-trimeth- 
ylxanthine. It is an alkaloid that 
occurs in plants (coffee, tea, cocoa, 
cola) widely distributed around the 
world. Because of its ubiquitous use 
and availability from nondrug sources, 
the Panel felt and the Commissioner 
concurs that assessment of the com¬ 
pound should be based on an "in- 
depth” review of its pharmacology. 

Approximately 7 million kg of caf¬ 
feine in coffee are consumed each year 
in the United States (Ref. 12). As men¬ 
tioned above, 1 cup of coffee contains 
about 100 to 115 mg of the drug. The 
major pharmacological effects are on 
the CNS and the cardiovascular 
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system. It Is also diuretic and stimu¬ 
lates gastric secretion. 

Caffeine stimulates the cerebral 
cortex and medullary centers. In usual 
doses, it causes wakefulness and alter- 
ness. As a beverage form, caffeine in 
coffee (among others) has been habit¬ 
forming in a proportion of the popula¬ 
tion. This “habituation” is probably a 
weak form of “addiction” in that dif¬ 
ferences may be detected between per¬ 
sons who use coffee regularly and 
those who do not use it at all. Gold¬ 
stein and colleagues showed that 
chronic coffee drinkers given decaf¬ 
feinated coffee showed sleepiness and 
irritability whereas noncoffee drinkers 
given caffeine-containing coffee 
showed upset stomachs and jitteriness 
due to caffeine. Users of coffee felt in¬ 
creased alertness and “Contentedness” 
when given caffeine in the “coffee” 
(Ref. 3). In a related study conducted 
by Questionnaire, it was found that 
chronic users of coffee did not experi¬ 
ence as much wakefulness due to 
coffee as did nonusers. Moreover, they 
experienced unpleasant symptoms 
when morning coffee was omitted 
(Ref. 4). Additional evidence for an ad¬ 
diction of some degree is the finding 
that sudden withdrawal of caffeine 
produced severe headache in a major¬ 
ity of trials among volunteer subjects. 
The headache produced in these 
young adults was relieved by aspirin, 
but more efficiently by caffeine (Ref. 
5). Many of the persons studied by 
these authors were subject to migraine 
headaches. It is noteworthy that caf¬ 
feine, generally in large doses, is used 
in the treatment of migraine. 

The stimulatory effect of caffeine on 
motor performance has been quite 
consistently reported. The clearly ef¬ 
fective CNS caused by caffeine inges¬ 
tion has been supported by carefully 
designed studies (Refs. 3, 4, 7, 8, and 
13). 

In a comprehensive review of the ef¬ 
fects of stimulant drugs, Weiss and 
Laties (Ref. 9) concluded that caffeine 
can enhance “a wide range of 
behavior • • • all the way from put¬ 
ting the shot to monitoring a clock 
face.” There is evidence from a variety 
of studies that nervousness, headache, 
and irritability, for example, may ac¬ 
company the use of large doses, 240 
mg of caffeine and above. There seems 
to be no evidence of serious types of 
addiction, and their conclusion is that 
the incidence of habituation is quite 
low. 

Studies that measure ability to per¬ 
form simulated driving tests with ade¬ 
quate lighting and in conditions of re¬ 
duced lighting were submitted by one 
of the manufacturers of a drug con¬ 
taining caffeine (Ref. 10). All re¬ 
sponses that were favorable may be 
explained on the basis of enhanced 
CNS performance and did not seem to 
involve improvement in vision at the 


level of the orb itself, that is, cornea 
to retina. In so far as any may be dem¬ 
onstrated, effects on “night vision” are 
probably due to enhanced alertness 
(Ref. 10). 

Caffeine has a stimulant action on 
the heart and can increase cardiac 
output. Sollman (Ref. 14) states that 
methylxanthines (which include caf¬ 
feine) are useful potentially in acute 
heart failure, but the effects appear to 
be manifold and unpredictable. Theo¬ 
phylline, another xanthine, is said to 
be more effective than caffeine in 
stimulating the output of the failing 
heart by a direct inotropic effect. 

For OTC oral use as a stimulant, ci- 
trated caffeine is currently available 
in 60 and 120 mg oral tablets. Caffeine 
is also added to headache remedies 
containing salicylates and acetamino¬ 
phen, and to ergotamine for the relief 
of migraine. The Commissioner de¬ 
ferred to the Advisory Review Panel 
on OTC Internal Analgesic and Antir¬ 
heumatic Drug Products the determi¬ 
nation of the safety and effectiveness 
of caffeine for the relief of headache 
or migraine. The Panel’s recommenda¬ 
tions were published in the Federal 
Register of July 8, 1977 (42 FR 
35346). 

Caffeine and sodium benzoate are 
given also by physicians in dosages of 
0.5 to 1.0 g for subcutaneous or intra¬ 
muscular use as a central nervous 
system stimulant. Small doses seem to 
enhance alertness and ability to per¬ 
form learned tasks. Large doses can 
stimulate respiration. Caffeine and 
other xanthines are often used as ace¬ 
tate, benzoate, or salicylate salts. 
Forming the salt simply increases 
solubility; it does not affect action. Ad¬ 
dition of sodium benzoate probably as¬ 
sists absorption in the acid ph of the 
stomach, although the nonionic form 
would probably be well absorbed from 
the intestine. In any case, the drug ap¬ 
pears to be well absorbed when given 
by mouth (Ref. 15). 

The exact mechanism of action of 
caffeine in not precisely known. 

The problem of mutaginicity of caf¬ 
feine has been reviewed. There is evi¬ 
dence that concentrations of caffeine 
many times higher than would ordi¬ 
narily be found in human or animal 
tissues cause certain mutations in the 
bacterium Escherichia coli, and in the 
fungus Ophicstoma multiannulatum 
(Refs. 16 and 17). Caffeine has also 
been reported to induce chromosome 
aberrations in onion root tips and in 
human cells in vitro (Refs. 18 and 19). 
Very careful studies in mammals have 
failed to reveal evidence of mutageni¬ 
city (Refs. 20 and 21). 

Caffeine causes chromosome break¬ 
age in the human lymphocyte in tissue 
culture (Refs. 20, 22. 23, and 24) but 
no evidence for this action in vivo in 
man or other mammals has been 
found (Ref. 20). The mechanism of the 


chromosome breakage has been stud¬ 
ied, but not explained (Ref. 25). Lym¬ 
phocytes from human volunteers in¬ 
gesting 800 mg caffeine daily (equiva¬ 
lent to 8 cups of coffee) for 30 days 
showed no increase in chromosome 
damage when the cells were placed in 
culture. In the human volunteers, the 
peak plasma levels were 29.6 ug/ml of 
caffeine, over 3-fold greater than any 
pre-experiment level. There was no in¬ 
crease in chromosome breakage when 
these cells were cultured. 

HeLa cells were exposed to concen¬ 
trations of caffeine in the medium 
about 10 times greater than that 
found in vivo in plasma of human sub¬ 
jects drinking 8 cups of coffee per day 
(800 mg caffeine). There was no in¬ 
crease in chromatid breaks in cultures 
studied through 48 generations of the 
HeLa cells (Ref. 26). 

Looking for mutagenic indications, 
different concentrations of caffeine in 
vitro were studied for an antimitotic 
action on cell division of human lym¬ 
phocytes stimulated to divide by phy¬ 
tohemagglutinin, a plant product. 
Concentrations of caffeine in -the 
medium that interfered with cell divi¬ 
sion were about 100-fold greater than 
would be encountered in human tis¬ 
sues after an intake of a usual dose of 
caffeine or right after drinking a cup 
of strong coffee (approximately 100 
mg caffeine) (Ref. 27). In one study, 
the effects of three xanthines, theo¬ 
bromine, theophylline, and caffeine 
were studied for their effectiveness in 
blocking mitosis of human lympho¬ 
cytes in 72-hour culture. High concen- 
centrations of caffeine (10'* to 10 ** 4 
molar) were needed to demonstrate cy¬ 
tostatic and antimitotic effects. It was 
concluded that any mutations in man 
caused by caffeine at concentrations 
ordinarily achieved would have to 
occur at a rate too low to be detectable 
(Ref. 28). 

The suspected role of caffeine in mu¬ 
tagenesis and also teratogenesis has 
led to a scrutiny of this substance, a 
scrutiny that is almost certainly more 
intensive and extensive than that con¬ 
ducted for any other commonly ingest¬ 
ed food or drug. Teratogenicity of caf¬ 
feine can be detected in rats if suffi¬ 
ciently high doses are given; these are 
of the order of 250 mg/kg and would 
be equivalent to 100 cups of coffee 
containing 125 mg of caffeine each. 
Metabolism of caffeine in man is 
rapid, and it may be that this protects 
man from teratogenic effects (Ref. 29). 
A review of the mutagenic effects, in 
particular dominant lethal tests, 
shows less evidence for organisis 
higher than bacteria fungi, and higher 
plants (Ref. 29). 

The Commissioner notes that a com¬ 
ment submitted in response to the 
Panel’s report and proposed mono¬ 
graph suggested a pregnancy warning 
for caffeine-containing products. The 
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Commissioner has extensively dis¬ 
cussed this issue in comment 102 
above and will not repeat that discus¬ 
sion here. 

The safety of coffee has been ques¬ 
tioned recently by a drug surveillance 
group (Ref. 30). The findings of the 
group suggested an increase of serious 
heart disease among heavy coffee 
drinkers. However, there was no posi¬ 
tive association among tea drinkers. 
This would appear to exclude implica¬ 
tion of caffeine present in both coffee 
and tea. The report has been criticized 
by others who indicate further evi¬ 
dence is needed to demonstrate a role 
of coffee in the genesis of cardiovascu¬ 
lar disease (Ref. 31). These other inve- 
sigators found no evidence for the role 
of coffee in any increased risk of death 
because of cardiovascular disease in a 
large, well-known (Framingham study) 
prospective study of factors involved 
in the genesis of coronary heart dis¬ 
ease (Ref. 32). No generally accepted 
evidence would implicate caffeine as a 
danger in this regard. Furthermore, 
another recent publication using large 
numbers of subjects has not supported 
the contention about coffee drinking 
promulgated by the Drug Surveillance 
Group (Ref. 33). The Commissioner 
concludes that there is inconclusive 
evidence linking coffee and/or caf¬ 
feine to cardiovascular diseases. In an¬ 
other study of paired, control patients, 
there was a higher incidence of myo¬ 
cardial infarction with very high con¬ 
sumption of coffee. Caffeine was im¬ 
plicated only indirectly, on the basis of 
elevation of serum lipids evoked by 
caffeine administration (Ref. 34). In a 
study of 1,700 men between the ages 
of 40 and 55 years (Ref. 35), there was 
said to be an “increasing incidence of 
angina pectoris and of myocardial in¬ 
farction with survival” among men 
consuming 5 or more cups of coffee a 
day. Curiously, the death rate was 
highest among those who took no 
coffee or consumed 5 or more cups of 
coffee per day. There is no level of sig¬ 
nificance given and the number of 
deaths is small. 

In contrast to the irritating qualities 
of many coffee extracts, caffeine itself 
does not seem to cause irritation of 
the gastrointestinal tract in the usual 
doses. This is an advantage when the 
drug is used for its stimulant proper¬ 
ties. 

The observations that suggest some 
central stimulation that leads to, or is 
associated with, a mild form of addic¬ 
tion to caffeine raise questions about 
long-term use. This appears to be true 
for most hypnotics in that we now 
know that there are, at the least, 
changes in the amount of REM sleep 
and that some kind of deficit is built 
up. This occurs in addition to the sepa¬ 
rate risk of addiction to the hypnotic 
itself. In the case of stimulants used to 
enhance the performance of school 


children deemed hyperactive, Sroufe 
and Stewart have suggested that there 
may be no persistent effect of drug 
therapy upon these children, but that 
they become dependent upon the stim¬ 
ulant drugs to maintain a level of per¬ 
formance not much different from 
pre-drug performance (Ref. 36). 

The Commissioner has not been pre¬ 
sented with any evidence that would 
suggest this same conclusion from the 
long-term use of caffeine. 

In summary, the Commissioner con¬ 
cludes that caffeine as an OTC stimu¬ 
lant appears to be safe and effective. 
It is reasonably nontoxic in that fatal 
doses for man are estimated to be 
greater than 10 g by mouth. 

Caffeine has the ability to produce a 
low grade of “addiction” that is com¬ 
monly referred to as “habituation,” 
and has been most extensively studied 
in coffee drinkers. The Commissioner 
concludes that this is not a dangerous 
problem and does not believe that a 
warning regarding habituation is nec¬ 
essary. However, the Commissioner 
concludes that stimulant products con¬ 
taining caffeine should not include in 
the labeling a suggestion such as “non¬ 
habit-forming.” 

Caffeine has not been shown to be 
mutagenic to man or mammals, al¬ 
though there are some weak muta¬ 
genic effects that can be demonstrated 
in certain bacterial viruses. The claim 
that coffee drinkers have more heart 
disease than noncoffee drinkers is not 
proven to the satisfaction of the Com¬ 
missioner and is not relevant because 
it does not extend to caffeine. The 
claim relating to heart disease has in¬ 
volved coffee and has “absolved” tea 
drinkers (who ingest caffeine in their 
tea). The possibility that extensive 
daily caffeine intake (tablets, coffee, 
cola drinks, etc.) may mimic neurotic 
anxiety reaction has recently been 
raised (Ref. 37). Labeling will there¬ 
fore include a warning to this effect. 

The addition of substances to caf¬ 
feine preparations as marketed should 
be closely scrutinized. Since the addi¬ 
tion of proprietary flavors such as 
menthol and peppermint or sugars or 
their substitutes encourages ingestion 
by children, they serve to enhance the 
possibility of poisoning. The Commis¬ 
sioner concludes that such substances 
should not be included in stimulant 
products. The Panel expressed con¬ 
cern over the use of talc in prepara¬ 
tions Intended for human consump¬ 
tion. The Commissioner has concluded 
earlier in this document (see comment 
12 above), that since talc is an inactive 
ingredient it will be governed by the 
proposed inactive ingredient regula¬ 
tions published in the Federal Regis¬ 
ter of April 12, 1977 (42 FR 19156). 
The Commissioner, therefore, ex¬ 
cludes any further discussion of talc 
from this document. 
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Category I Labeling 

The Commissioner concludes that 
the following labeling for stimulant 
active ingredients shall be generally 
recognized as safe and effective and 
not misbranded: 

a. Indications. "Helps restore 
mental alertness or wakefulness when 
experiencing fatigue or drowsiness". 

b. Warnings and/or cautions. Label¬ 
ing shall contain the following warn¬ 
ings: 


(1) “Caution: Do not exceed recom¬ 
mended dose since side effects may 
occur which include increased ner¬ 
vousness, anxiety, irritability, difficul¬ 
ty in falling asleep and occasionally 
disturbances in heart rate and rhythm 
called palpitations". 

(2) "For occasional use only. If fa¬ 
tigue or drowsiness persists continu¬ 
ously for more than 2 weeks, consult a 
physician". 

(3) "Do not give to children under 12 
years of age". The Commissioner has 
determined in comment 99 above that 
the first sentence of the adults only 
warning recommended by the Panel is 
redundant and should be deleted. 

(4) "The recommended dose of this 
product contains about as much caf¬ 
feine as a cup of coffee. Take this 
product with caution while taking caf¬ 
feine-containing beverages such as 
coffee, tea or cola drinks because large 
doses of caffeine may cause side ef¬ 
fects as cautioned elsewhere on the 
label". The Commissioner concludes 
that such a warning is necessary since 
an average cup of coffee or strong tea 
contains an amount of caffeine about 
equal to that in the average dose of 
OTC products. Certain cola drinks also 
contain a significant amount of caf¬ 
feine and should also be included in 
the warning. The combined amount of 
caffeine ingested could be large 
enough to produce side effects in some 
individuals. 

2. Category II conditions under 
which stimulant products are not gen¬ 
erally recognized as safe and effective 
or are misbranded. The Commissioner 
concludes that no scientific basis or 
even sound theoretical reasons have 
been presented for the claimed effec¬ 
tiveness of a number of ingredients 
used in OTC stimulants. In addition, 
certain labeling claims are clearly mis¬ 
leading. For example, statements or 
suggestions that stimulants and stimu¬ 
lant combination products (with non¬ 
stimulant ingredients) "increase sensu¬ 
al pleasure" are undocumented claims 
in the presently available literature 
and are. therefore, unacceptable to 
the Commissioner. 

The Commissioner concludes that 
stimulant products containing the fol¬ 
lowing ingredients cannot be generally 
recognized as safe and effective or are 
misbranded since there are no data to 
support their use alone or in combina¬ 
tion as a stimulant. The Commissioner 
has determined that these ingredients 
have no action as a stimulant nor do 
they contribute to the claimed effec¬ 
tiveness of a stimulant (e.g., caffeine) 
as an ingredient in a combination 
product. 

Category II Active Ingredients 

Combinations of caffeine and nonsti¬ 
mulant active ingredients 

Ammonium chloride 


Ginseng 

Vitamins 

a. Ammonium chloride. The Com¬ 
missioner concludes that a combina¬ 
tion product in which caffeine is com¬ 
bined with ammonium chloride is not 
rational for use as an OTC stimulant 
preparation. The Commissioner is un¬ 
aware of any dat& which demonstrate 
a role for use of ammonium chloride, 
either alone or in combination with 
caffeine, as a stimulant. 

The Commissioner is aware that 
products containing ammonium chlo¬ 
ride and caffeine are promoted for 
premenstrual tension with the claim 
"helps relieve premenstrual symp¬ 
toms: swelling, weight gain and fa¬ 
tigue." 

The Commissioner has not found ac¬ 
ceptable evidence that the use of am¬ 
monium chloride and caffeine is ratio¬ 
nal for the purpose of reducing fa¬ 
tigue. Caffeine alone may be expected 
to increase rather than decrease asso¬ 
ciated nervousness. The use of ammo¬ 
nium chloride for other claims has 
been deferred by the Commissioner to 
the Advisory Review Panel on OTC 
Miscellaneous Internal Drug Products 
for review as to the safety and effec¬ 
tiveness of this Ingredient. 

b. Ginseng. The Commissioner con¬ 
cludes that there is no rationale for 
adding ginseng to a stimulant drug. 

The Commissioner concludes that no 
data have been presented to suggest a 
stimulant action for ginseng or for po¬ 
tentiation or enhancement of the 
stimulant effect of caffeine. After an 
extensive review of the available scien¬ 
tific literature, the Commissioner 
found no reasonable studies or sup¬ 
porting documentation to suggest gin¬ 
seng in combination with caffeine to 
affect or enhance sexual drives or 
awareness. 

c. Vitamins . The Commissioner con¬ 
cludes that there is no acceptable 
medical rationale for combining vita¬ 
mins (especially Vitamin E) with caf¬ 
feine. The Commissioner further 
makes reference to the discussion of 
vitamins in the section on nighttime 
sleep-aids. (See part II. paragraph E.6. 
above—Combinations containing irra¬ 
tional ingredients.) The Commissioner 
has found no acceptable rationale to 
explain the combination of caffeine 
and vitamins. 

The Commissioner defers to the Ad¬ 
visory Review Panel on OTC Vitamin, 
Mineral, and Hematinic Drug Prod¬ 
ucts on the safety, effectiveness and 
labeled claims for vitamins. The Com¬ 
missioner notes that the proper func¬ 
tioning of all cells requires an ade¬ 
quate intake of all vitamins (water- 
soluble and fat-soluble). The Commis¬ 
sioner concludes that it is misleading 
to assume or propose that individuals 
consuming stimulant drugs have cer¬ 
tain vitamin deficiencies and that 
there is virtually nothing in the cur- 


FEDERAL REGISTER, VOL 43, NO. 114—TUESDAY, JUNE 13, 1978 





PROPOSED RULES 


25601 


rent medical or pharmacological lit¬ 
erature to support the Inclusion of se¬ 
lected vitamins In OTC stimulants. In 
addition, the small amounts of water- 
soluble vitamins contained in OTC 
stimulants are virtually homeopathic 
due to the fact that vitamins are rap¬ 
idly excreted in the urine. This pro¬ 
vides no rationale to support the inclu¬ 
sion of these ingredients in products 
designed to provide CNS stimulation. 

The Commissioner supports the 
Panel’s statement that polypharmacy 
and a “shotgun” approach to treat¬ 
ment of symptoms with fixed-dose 
combinations have no rational, thera¬ 
peutic basis. 

The value of the placebo effect in 
the management of psychosomatic ill¬ 
ness and minor neuroses is obvious. It 
is extremely doubtful, however, that 
the inclusion of vitamins in a self-pre¬ 
scribed stimulant enhances any place¬ 
bo effect these products may confer. 

Category II Labeling 

In one submission, a combination 
product containing caffeine and gin¬ 
seng is claimed to “increase sensual 
awareness and pleasure”. Although 
not stated explicitly, it is apparent to 
the Commissioner that the intent of 
this labeling is to equate sensual 
awareness and pleasure with increased 
sexual capability and pleasure. The 
utility of ginseng has been discussed 
previously where it was stated that no 
evidence of enhanced sexual experi¬ 
ence or potency has been found. In 
the case of caffeine, the Commissioner 
is unaware of any studies that clearly 
show an enhancement of sensual or 
sexual experience by the ingestion of 
this drug. Certainly no submissions to 
the Panel deal with this indication. In 
the absence of any positive evidence 
for an effect oh sensual or sexual ex¬ 
perience, the Commissioner objects to 
labeling that states or implies “in¬ 
creases sensual pleasure.” 

In the same submission, caffeine 
with vitamin E is claimed to "increase 
sensual (sexual) awareness.” The Com¬ 
missioner concludes that no reason¬ 
able supporting documentation has 
been presented to even suggest that vi¬ 
tamin E in combination with caffeine 
affects or enhances the sensual 
(sexual) experience in people. The 
Commissioner concludes that neither 
ingredient has been shown to affect 
sexual experience in men or women 
and therefore such claims are false 
and misleading. 

The Commissioner also concludes 
that labeling claim(s) that suggest a 
product containing caffeine is “non¬ 
habit forming” are misleading and 
should not be allowed. Prolonged in¬ 
gestion of caffeine especially in larger 
than recommended doses can lead to 
habituation. 

3. Category III conditions under 
which the available data are insuffi¬ 


cient to permit final classification at 
this time. The Commissioner con¬ 
cludes that adequate and reliable sci¬ 
entific evidence is not available to 
permit final classification of the 
claimed labeling listed below: 

Category III Labeling 

The question of whether a stimulant 
such as caffeine "enhances perform¬ 
ance” in the nonfatigued state cannot 
be answered definitively at this time. 
Although there are some suggestions, 
but not proof, that this may be true, 
additional evidence in well-controlled 
trials would be necessary for such an 
indication to be included in the label¬ 
ing. If such proof is obtained, it must 
also be demonstrated, in the same 
human subject, that no side effects ac¬ 
company enhanced performance. In 
the case of caffeine, such side effects 
would include, among others, tremor, 
palpitations, and nervousness. 

The Commissioner has carefully 
considered the environmental effects 
of the proposed regulation and, be¬ 
cause the proposed action will not sig¬ 
nificantly affect the quality of the 
human environment, has concluded 
that an environmental impact state¬ 
ment is not required. A copy of the en¬ 
vironmental impact assessment is on 
file with the Hearing Clerk, Food and 
Drug Administration. 

Therefore, under the Federal Food, 
Drug and Cosmetic Act (secs. 201, 502, 
505. 701. 52 Stat. 1040-1042 as amend¬ 
ed. 1050-1053 as amended, 1055-1056 
as amended by 70 Stat. 919 and 72 
Stat. 948 (21 U.S.C. 321, 352, 355, 371) 
and the Administrative Procedures 
Act (5 U.S.C. 553, 554, 702, 703, 704) 
and under authority delegated to him 
(21 CFR 5.1), the Commissioner pro¬ 
poses that Subchapter D of Title 21 of 
the Code of Federal Regulations be 
amended by adding new Parts 338 and 
340 to read as follows: 

FART 338—NIGHTTIME SLEEP-AID PRODUCTS 

FOR OVER-THE-COUNTER HUMAN USE 

Subport A —General Provltion* 

Sec. 

338.1 Scope. 

338.3 Definition. 

Subpart B—Active Ingredient* 

338.10 Nighttime sleep-aid active ingredi¬ 
ents. [Reserved! 

Subport C—1 Reserved J 
Subport D—Labeling 

338.50 Labeling of nighttime sleep-aid 
products. 

Authority: Secs. 201, 502, 505. 701, 52 
Stat. 1040-1042 as amended. 1050-1053 as 
amended, 1055-1056 as amended by 70 Stat. 
919 and 72 Stat. 948 (21 U.S.C. 321, 352, 355, 
371), (5 U.S.C. 553, 554, 702, 703, 704). 


Subpart A—General ProvUion* 

§ 338.1 Scope. 

An over-the-counter nighttime sleep- 
aid product in a form suitable for oral 
administration is generally recognized 
as safe and effective and is not mis¬ 
branded if it meets each of the condi¬ 
tions in this Part 338 and each of the 
general conditions established in 
§ 330.1 of this chapter. 

§ 338.3 Definition. 

As used in this part, “nighttime 
sleep-aid” is an agent which helps an 
individual fall asleep or is used for the 
relief of occasional sleeplessness. 

Subpart B—Activa Ingredient* 

§338.10 Nightime sleep-aid active ingredi¬ 
ents. [Reserved! 

Subpart C—[Reserved] 

Subpart D—Labeling 

§338.50 Labeling of nighttime sleep-aid 
products. 

(a) Statement of identity. The label¬ 
ing of the product shall contain the es¬ 
tablished name of the drug, if any, 
and shall identify the product as a 
“nighttime sleep-aid”. 

(b) Indications. The labeling of the 
product shall contain a statement of 
the indications under the * heading 
“ Indication^ )” that shall be limited 
to one or more of the following 
phrases: “Helps fall asleep”, "For 
relief of occasional sleeplessness”, 
“Helps to reduce difficulty in falling 
asleep”. 

(c) Warnings. The labeling of the 
product shall contain the following 
warnings under the heading “Warn¬ 
ings”: 

(1) "Do not give to children under 12 
years of age”. 

(2) “If sleeplessness persists continu¬ 
ously for more than 2 weeks, consult 
your physician. Insomnia may be a 
symptom of serious underlying medi¬ 
cal illness”. 

(3) For products containing an anti¬ 
histamine: 

(i) "Do not take this product if you 
have asthma, glaucoma, or enlarge¬ 
ment of the prostate gland except 
under the advice and supervision of a 
physician”. This warning shall be in 
type at least twice as large as all other 
warnings on the package. 

(ii) "Take this product with caution 
if alcohol is being consumed”. 

(d) Directions. The labeling of the 
product shall contain the following 
statement under the heading "Direc¬ 
tions”: Dosage is (insert appropriate 
dosage of individual product) once 
daily at bedtime, or as directed by a 
physician”. 
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PART 340—STIMULANT PRODUCTS FOR OVER. 
THE-COUNTER HUMAN USE 

Subporl A—General Provision* 

Sec. 

340.1 Scope. 

340.3 Definition. 

Subpart B—Active Ingredient 

340.10 Stimulant active ingredients. 

Subpart C—(Reserved] 

Subpart D—Labeling 

340.50 Labeling for stimulant products. 

Authority: Secs. 201, 502, 505, 701, 52 
Stat. 1040-1042 as amended, 1050-1053 as 
amended, 1055-1056 as amended by 70 Stat. 
919 and 72 Stat. 948 (21 U.S.C. 321, 352, 355, 
371); (5 U.S.C. 553, 554, 702, 703, 704). 

Subpart A—General Provision* 

§340.1 Scope. 

An over-the-counter stimulant prod¬ 
uct in a form suitable for oral adminis¬ 
tration is generally recognized as safe 
and effective and is not misbranded if 
it meets each of the conditions in this 
Part 340 and each of the general con¬ 
ditions established in §330.1 of this 
chapter 

§ 340.3 Definition. 

As used in this part, “stimulant” is 
an agent which helps restore mental 
alertness* or wakefulness during fa¬ 
tigue or drowsiness. 

Subpart B—Active Ingredient 

§ 340.10 Stimulant active ingredients. 

The active ingredient of the product 
consists of caffeine when used within 
the dosage limit established: Adult 


PROPOSED RULES 

oral dosage 100 to 200 mg not more 
often than every 3 to 4 hours. 

Subpart C—[Reserved] 

Subpart 0—Labeling 

§ 340.50 Labeling of stimulant products. 

(a) Statement of identity. The label¬ 
ing of the product shall contain the es¬ 
tablished name of the drug, if any, 
and shall identify the product as a 
“stimulant”. 

(b) Indications. The labeling of the 
product shall contain a statement of 
the indications under the heading '7n- 
dications ” that shall be limited to the 
following phrase: “Helps restore 
mental alertness or wakefulness when 
experiencing fatigue or drowsiness”. 

(c) Warnings. The labeling of the 
product shall contain the following 
warnings under the heading “Warn¬ 
ings”: 

(1) “Caution: Do not exceed recom¬ 
mended dose since side effects may 
occur which include increased ner¬ 
vousness, anxiety, irritability, difficul¬ 
ty in falling asleep, and occasionally 
disturbances in heart rate and rhythm 
called palpitations”. 

(2) “For occasional use only. If fa¬ 
tigue or drowsiness persist continuous¬ 
ly for more than 2 weeks, consult a 
physician”. 

(3) “Do not give to children under 12 
years of age”. 

(4) For products containing caffeine: 
“The recommended dose of this prod¬ 
uct contains about as much caffeine as 
a cup of coffee. Take this product with 
caution while taking caffeine-contain¬ 
ing beverages such as coffee, tea, or 
cola drinks because large doses of caf¬ 
feine may cause side effects as cau¬ 
tioned elsewhere on the label”. 


(d) Directions . The labeling of the 
product shall contain the following 
statement under the heading “Direc¬ 
tions”: For products containing caf¬ 
feine: “Adult oral dosage is 100 to 200 
mg not more than every 3 to 4 hours”. 

Interested persons, may file written 
objections and/or request an oral 
hearing before the Commissioner re¬ 
garding these tentative final mono¬ 
graphs on or before August 14, 1978. 
Request for an oral hearing must 
specify points to be covered and time 
requested. 

All objections and requests shall be 
submitted (preferably in quadruplicate 
identified with the Hearing Clerk 
docket number found in brackets in 
the heading of this document) to the 
Hearing Clerk, Food and Drug Admin¬ 
istration. Rm. 4-65, 5600 Fishers Lane, 
Rockville. Md. 20857, and shall be ac¬ 
companied by a memorandum or brief 
in support thereof. Objections and re¬ 
quests may be seen in the above office 
between 9 a.m. and 4 p.m. Monday 
through Friday. Any scheduled oral 
hearing will be announced in the Fed¬ 
eral Register. 

Note.— The Food and Drug Administra¬ 
tion has determined that this proposal will 
not have a major economic impact as de¬ 
fined by Executive Order 11821 (amended 
by Executive Order 11949) and OMB Circu¬ 
lar A-107. A copy of the economic impact as¬ 
sessment is on file with the Hearing Clerk. 
Food and Drug Administration. 

Date: May 27, 1978. 

Donald Kennedy, 
Commissioner of Food 
and Drugs. 

CFR Doc. 78-15994 Filed 6-12-78 8:45 am] 
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[4210-01] 

Title 24—Housing and Urban 
Development 

CHAPTER VIII—LOW INCOME HOUS¬ 
ING, DEPARTMENT OF HOUSING 
AND URBAN DEVELOPMENT 

[Docket No. R-78-517] 

PART 888—SECTION 8 HOUSING AS¬ 
SISTANCE PAYMENTS PROGRAM- 
FAIR MARKET RENTS AND CON¬ 
TRACT RENT AUTOMATIC ANNUAL 
ADJUSTMENT FACTORS 

Fair Market Rents for New 
Construction and Substantial 
Rehabilitation 

AGENCY: Office of Assistant Secre¬ 
tary for Housing—Federal Housing 
Commissioner, HUD. 

ACTION: Final rule. 

SUMMARY: HUD is publishing Fair 
Market Rents for Section 8 new con¬ 
struction and substantial rehabilita¬ 
tion projects. Fair Market Rents are 
required to be revised at least annual¬ 
ly. Accordingly, the revised rents are 
being made effective April 1, 1978, one 
year from the last general revision of 
the rents. 

EFFECTIVE DATE: April 1, 1978. 

ADDRESS: Rules Docket Clerk, 
Office of General Counsel, Room 5218, 
Department of Housing and Urban 
Development, 451 7th Street, SW., 
Washington, D.C. 20410, 202-755-7603. 

FOR FURTHER INFORMATION 
CONTACT: 

Henry F. P. Cassagne, Chief Ap¬ 
praiser, Office of Technical Support, 
Department of Housing and Urban 
Development, 451 7th Street SW., 
Washington, D.C. 20410. 202-472- 
4810. 

SUPPLEMENTARY INFORMATION: 
This rule establishes section 8 Fan- 
Market Rents applicable to new con¬ 
struction and substantial rehabilita¬ 
tion for all market areas, in compli¬ 
ance with the requirements of section 
8(c)(1) of the U.S. Housing Act of 
1937, and §888.103 of 24 CFR that 
Fair Market Rents be established and 
published in the Federal Register at 
least annually. The last annual revi¬ 
sion of the Fair Market Rents applica¬ 
ble to new construction and substan¬ 


RULES AND REGULATIONS 

tial rehabilitation was published in the 
Federal Register on June 30, 1977, ef¬ 
fective April 1, 1977. Since HUD is ob¬ 
ligated under section 8 to publish Fair 
Market Rents at least annually, the 
revised schedule is retroactive to April 
1, 1978. The amended Fair Market 
Rents reflect the changes which have 
occurred in the general levels of 
market rents for recently completed or 
newly constructed dwelling units 
within each market area since the last 
annual or special (interim) revision. 

Notice was given on March 31, 1978, 
at 43 FR 13758 that HUD was propos¬ 
ing to amend Title 24 of the Code of 
Federal Regulations by incorporating 
in Part 888, Subpart A, a revised 
Schedule A, "Fair Market Rents for 
New Construction and Substantial Re¬ 
habilitation (including Housing Fi¬ 
nance and Development Agencies Pro¬ 
gram)” for all market areas. HUD has 
received 66 comments in response to 
the March 31, 1978, publication con¬ 
cerning the Fair Market Rents for 162 
of the 510 market areas for which pro¬ 
posed Fair Market Rents were pub¬ 
lished. As a result of consideration of 
six comments received on or before 
April 14, 1978, the deadline for receipt 
of comments, the Schedule A rents for 
55 market areas have been modified. 
The remaining comments received 
after April 14, 1978 will be carefully 
considered and additional amend¬ 
ments will be published at a later date 
if appropriate. 

The Fair Market Rents that are cur¬ 
rently being reviewed in response to 
the comments received are those for 
the following market areas: Maine, all 
market areas; New Hampshire, all 
market areas; New Jersey, all market 
areas; Pennsylvania, all market areas; 
St. Petersburg, Fla.; Kentucky, all 
market areas; Greensboro, N.C.; Indi¬ 
ana, all market areas; Benton Harbor, 
Mich.; Ohio, all market areas; Wiscon¬ 
sin, all market areas; Arkansas, all 
market areas; New Orleans, La.; Okla¬ 
homa, all market areas; North Dakota, 
all market areas; and West Virginia, 
all market areas. 

A discussion of the applicability of a 
particular Schedule of Fair Market 
Rents where the rents are revised 
downward follows: In the State 
Agency Program, Part 883, the Fair 
Market Rents in effect on the date the 
“Application for Assignment of Por¬ 
tion of Set-Aside to Specific Project" 
is submitted to HUD shall apply, 
except in cases where a Proposal or 
Preliminary Proposal is submitted 


before the Application. In the latter 
case, the rents in effect on the date of 
submission of the Proposal shall 
apply. For New Construction and Sub¬ 
stantial Rehabilitation Projects, Parts 
880, 881 and 885, which are not subject 
to a Notice of Fund Availability 
(NOFA) or not subject to a deadline in 
a NOFA, the Fair Market Rents in 
effect on the date the Preliminary 
Proposal or section 202 Application for 
Fund Reservation is submitted shall 
apply. For New Construction and Sub¬ 
stantial Rehabilitation Projects which 
are subject to deadlines stated in 
NOFAs, the Fair Market Rents stated 
in the NOFA shall apply. However, for 
all projects where the Fair Market 
Rents are revised upward after the 
date of the processing stage specified 
above, the revised Fair Market Rents 
shall apply to all subsequent process¬ 
ing in reviewing Contract Rents. 

A Finding of Inapplicability respect¬ 
ing the National Environmental Policy 
Act of 1969 has been made in accord¬ 
ance with HUD procedures. A copy of 
this Finding of Inapplicability will be 
available for public inspection during 
regular business hours at the Office of 
the Rules Docket Clerk at the address 
set forth above. 

Accordingly, Schedule A of Part 888 
is amended as set forth below: 

(Sec. 7(d) Department of HUD Act (42 
U.S.C. 3535(d).) 

Issued at Washington, D.C., June 5, 
1978. 

Lawrence B. Simons. 

Assistant Secretary for Housing , 
Federal Housing Commission - 
er. 

Schedule A—Fair Market Rents for 

New Construction and Substantial 

Rehabilitation—Including Housing 

Finance and Development Agencies 

Program 

These Fair Market Rents have been 
trended ahead two years to allow time 
for processing and construction of pro¬ 
posed new construction and substan¬ 
tial rehabilitation rental projects. 

Note: The Fair Market Rents for (1) 
dwelling units designed for the elderly or 
handicapped are those for the appropriate 
size units, not to exceed 2-Bedroom, multi¬ 
plied by 1.05 rounded to the next higher 
whole dollar, (2) congregate housing dwell¬ 
ing units are the same as for non-congregate 
units and (3) single room occupancy dwell¬ 
ing units are those for 0-Bedroom units of 
the same type. 
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AREA OFFICE ttAg T*OR?). COSH. _ RECtOR t - 80STOW 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROCKS 

0 | 1 J 2 | 3 | 4 or aor« 

HARTFORD 

DETACHED 

iEMI-DETACHED/ROW 

WALK UP 

Elevator- 2-4 sc> 

5 - Sty 

- - ASA 540 581 

- 195 459 3U 554 

J35 J90 " 454 510 549 

150 407 472 - - 

361 419 484 - - 

DANBURY 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

EUVATOR-2-4 Sty 
5 • Sty 

- - 501 560 602 

- 412 477 532 573 

350 406 472 528 570 

364 423 490 - - 

376 435 501 - - 

sew haven 

DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR -2-4 St> 
5 • Sty 

- - 484 540 581 

- 395 459 514 554 

335 390 454 510 349 

350 407 472 - - 

361 419 484 - - 

Bridgeport 

'DELidfliS 

SEMI-DETACHED/ROW 

VALKUP 

EUVATOR-2-4 Sty 

5 - Sty 

. 

- 412 477 532 573 

350 406 472 528 5*0 

164 423 490 — - 

376 4J5 501 - - 

SEW LONDON 

DETACHED 

SCfl'DETACHED/ROW 

VALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 

- - 476 532 574 

-387 452 505 546 

327 381 446 502 541 

342 397 46* - - 

35) 409 476 

SEW MILFORD 

DETAILED 

SEMI-DETACHED/ROW 

WALKII7 

ElEVATOR- 2-* Sty 

5 • Sty 

- - 477 528 570 

- 379 4Ji 502 5*3 

325 375 447 496 536 

340 390 465 - - 

-Hi -'1 


ISSURIHG OFFtCE Sascor. me. _ ttCUS I - mstoh 


market area 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 

1 1 

1 1 

1 1 

| 4 or sor* 


DETACHED 

_ 

346 

396 

*48 

509 

AUGUSTA 

SEMI-DETACHED/ROW 

291 

334 

382 

431 

488 


VALKUP 

267 

305 

151 

394 

448 


ELEVATOR-2-4 Sty 

_ 

_ 

_ 

_ 

_ 


5 ♦ Sty 

353 

380 

474 

— 

— 


DETACHED 

_ 

346 

396 

448 

509 

BANGOR 

SEMI-DETACHED/ROW 

791 

334 

382 

431 

488 


VALKUP 

267 

303 

351 

394 

448 


ELEVATOR-2.6 Sty 

_ 

_ 

_ 

_ 

_ 


5 - Sty 

353 

389 

474 

— 

— 


DETACHED 


346 

396 

4*8 

509 

BRUNSWICK 

SEMI-DETACHED/ROW 

291 

334 

>82 

431 

488 


VALKUP 

267 

303 

351 

394 

448 


ELEVATOR-2-4 Sty 

_ 

_ 


— 

— 


5 • St> 

153 

384 

474 

— 

— 


'Wtached 

— 

346 

396 

448 

>09 

CALAIS 

SEMI-DETACHED/ROW 

291 

334 

382 

4)1 

488 


VALKUP 

267 

305 

351 

394 

448 


ELEVATOR-2-4 Sty 

— 

— 

_ 


— 


5 - Sty 

353 

189 

474 

— 

—> 


DETACHED 

— 

>46 

396 

448 

509 

LEWISTON 

SEMI-DETACHED/ROW 

291 

334 

382 

ill 

488 


VALKUP 

267 

305 

351 

394 

448 


EUVATOR-2--* Sty 

_ 

- rn 

. . 

... 

. _ 


5 * Sty 

153 

380 

474 

— 

— 


DETACHED 

— 

346 

396 

448 

509 

PORTLAND 

semi-detacked/row 

291 

334 

382 

431 

488 


VALKUP . 

267 

305 

351 

194 

448 


ELEVATOR-2-4 Sty 

_ 

. 


— 

_ 


5 . Sts 

-in 

—m 

474 




0PTlCl —-^SSSL -RECIOR L.- BOSTON_ INSURIXG OFFICE mtirflO. mt. _ REGION t - goCTON 


market area 

STRUCTURE TYPE 

TIMBER OF BEDROOMS 

| 1 [ 2 j 3 | 4 or aor* 

WINDHAM 

DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-L St> 
S . Sty 

- - 449 507 548 

- 361 427 481 521 

303 3S8 421 477 516 

115 373 438 - - 

327 385 449 - - 

STAMFORD 

DETACHED 

5 EMI-DETACHED/ROW 

'VALKUP 

£LE VATOR-2-4 Se> 
5 * Sty 

- - 512 570 611 

— 421 484 541 583 

358 415 480 536 577 

375 432 500 - - 

386 44 3 512 - - 

RIDGEFIELD 

DETACHED 

SEMI-DETACHED /ROW 

VALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

- - 512 570 611 

- 421 484 543 583 

358 415 480 536 577 

375 432 500 - - 

386 443 SI? 

NORWICH 

DETACHED - 

SZHI-DETACHED/ROV 

VALKUP 

EUVATOR-2-4 Sty 

5 • Sty 

- - 476 532 574 

- 387 452 505 546 

327 381 *46 502 541 

142 397 * *64 _ _ 

353 409 476 - - 


3 EMI-DETACHED/ROW 

VALKUP 

EUVATOR-2-4 Sty 

5 - Sty 

- 


DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-4 Sty 

5 * Sty 



MARKET AREA 

structure type 

3UMBER OF BEDROOMS 

| 1 [ 2 j 3 | - or tor« 

vatervtlle 

DETACHED 

SEMI-DETACHED/ROtf 

WALRUP 

ELEVATOR-2-4 Sc> 
5 - Sty 

- 346 396 448 509 

291 334 382 431 488 

267 305 351 394 448 

353 189 474 - - 


DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELE VA TOR-2-4 Sty 
5 - Sty 



DETACHED 

SCn-OETACHED/ROU 

VALKUP 

ELEVATOR-2-4 Sty 
> - Sty 



detached 

SEMI-DETACHED/RJW 

VALKUP 

ELEVATOR-2-4 Sty 

S • Sty 

• 


DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 



DETACHES 

SEMI-DETACHED/ROW 

VALKUP 

EUVATOR-2-4 Sty 

5 • Sty 
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AREA OFnCE BOSTON. MASS, _ ttGJOS I - BOSTON 


market area 

STRUCTURE TYPE 



NUMBER OP BEDROOMS 


• 

0 

1 1 

1 1 

1 J 1 

| * or oore 

BOSTON 

DETACHED 

— 




— 

SEMI-DETACHED/ROW 

— 

382 

447 

567 

627 


WALKUP 

295 

372 

404 

434 

500 


ELEVATOR-2-4 Sty 


_ 

— 

... 

... 

• 

5 - Sty 

116 

396 

467 

— 

— 


DETACHED 


_ 

463 

496 

583 

CAPE COD 

SEMI-DETACHED/ROW 

— 

— 

367 

447 

498 


WALKUP 

256 

323 

334 

372 

410 


ELEVATOR-*-* Sty 

_ 

— 

_ 

„_ 



S ♦ 3t> 

287 

364 

411 

— 

— 


DETACHED 

_, ir 

_ 

... 

. 

.. . 

PITTSFIELD 








SEMI-DETACH EL/ROW 


332 

415 

447 

482 








VALKU? 

265 

308 

343 

387 

446 


ELEVATOR-2-4 Scy 

_ 

_ 

_ 

_ 

_ 


5 - Sty 

268 

J23 

398 

— 

— 


t>ET ACHED 

_ 

_ 

— 

_ 

— 

SPRINGFIELD 

SEMI-DETACHED/ROW 

— 

313 

382 

4J9 

498 


WALKUP 

199 

299 

334 

387 

456 


ELEVATOR-*-* Sty 

— 

— 

— 

— 

— 


5 * Sty 

258 

323 

398 

— 

— 


DETACHED 

_ 

— 

_ 

_ 

_ 

WORCESTER 







SEMI-DETACHEO'ROU 

— 

340 

415 

520 

578 


WALKUP 

297 

323 

374 

474 

530 


ELEVATOR-*-* Sty 

— 

— 

— 

— 

— 


5 - Sty 

299 

156 

437 

— 

— 


DETACHED 


_ 

_ 

_ 

_ 

FALL RIVER 







SEMI-DETACHED,'ROW 

— 

337 

424 

467 

498 


WALKUP 

290 

308 

374 

406 

432 


ELEVATOR-2-4 Sty 

— 

— 

— 

— 

— 


5 - Sty 

— 

339 

420 

— 

— 


AREA OFFICE rAttHKTPR..3Ul._ ^OION { - 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 


T* 


J 4 or ®or* 


DETACHED 

. _ 

346 

410 

482 

532 

CONCORD 

SEMI-DETACHED/ROW 

269 

337 

391 

*49 

507 


WALK."? 

240 

308 

357 

423 

483 


ELEVATOR-2-4 Sty 

267 

331 

417 

_ 

— 


5 . Sty 

294 

367 

463 

— 

— 


DETACHED 

_ 

346 

410 

482 

532 

DOVER 

SEMI-DETACHED/ROW 

269 

337 

391 

449 

507 


WALKUP 

240 

308 

357 

423 

483 


ELE VA TOR -2-4 Sty 

267 

331 

417 


n n 


5 - Sty 

296 

367 

463 

— 

— 


DETACHED 

— 

346 

410 

482 

512 

KEENE 

SEMI-DETACHED/ROW 

269 

337 

391 

449 

507 


WALKUP 

240 

308 

357 

423 

483 


ELEVATOR-2-4 Sty 

267 

331 

417 

. „ T - 

__ 


5 - Sty 

296 

367 

463 

— 



DETACHED 

— 

146 

410 

482 

532 

MANCHESTER 

SEMI-OETACHED/ROW 

269 

337 

391 

449 

507 


WALKUP 

240 

108 

357 

423 

483 


ELEVATOR-2-4 Sty 

267 

331 

417 

_ 

_ 


5 * Sty 

296 

367 

463 

— 

— 


DETACHED 

_ 

346 

410 

482 

532 

NASHUA 

SEMI-DETACHED/ROW 

269 

337 

391 

449 

507 


WALKUP 

240 

308 

357 

423 

483 


ELEVATOR.2-4 St, 

267 

331 

417 

. 



> • St > 

296 

367 

463 

_ 

- , . 


DETACHED 


146 

410 

482 

332 

PORTSMOUTH 

SEMI-DETACHED/ROW 

269 

337 

391 

449 

507 


WALKUP 

240 

308 

357 

423 

483 


ELEVATOR-2-4 Sty 

267 

331 

417 

,_, 



5 - Sty 

-126 - 




— 


AREA OFFICE BOSTON, MASS. _REGION 1 ~ *OSTON 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 | 4 or aore 

LOWELL 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- - 598 682 722 

- 374 453 520 570 

>05 347 396 476 513 

309 38 7 459 - - 

SALEM 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- 337 429 487 586 

271 339 374 451 330 

316 396 472 — - 


DETACHED 

SCtl-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 



b&TACHEO 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-* Sty 

5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-* Sty 
5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



INSURING OFFICE PROVIDENCE, R.I. _ REGION I ♦ BOSTON 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OP 3EDROOMS 



0 

1 1 

T* 


| 4 or sore 


DETACHED 

_ 


450 

505 

540 

PROVIDENCE 







SEMI-DETACHED/ROW 

— 

365 

440 

500 

540 


WALKUP 

269 

356 

431 

488 

528 


ELEVATOR-2-4 Sty 

269 

374 

495 

_ 



5 - Sty 

270 

379 

.99 

— 



DETACHED 

_ 

_ 

440 

480 

510 

NEWPORT 








SEMI-DETACHED/ROW 

— 

313 

374 

443 

475 


WALKUP 

229 

299 

356 

404 

444 


ELEVATOR-2-6 St> 

264 

334 

382 

_ 

_ 


S - St, 

269 

340 

390 

— 

— 


DETACHED 

_ 

_ 

450 

305 

541 

WESTERLY 








SEMI-DETACHED/ROW 

— 

356 

447 

505 

341 


WALKUP 

276 

338 

437 

488 

534 


ELEVATOR-2-4 Sty 

278 

331 

442 


— 


5 - Sty 

283 

355 

450 

— 

— 


SsfACHEQ 

_ 

_ 

450 

S05 

513 

PAWTUCKET 








SEMI-DE7ACHED/RCV 

— 

332 

395 

467 

503 


WALKUP 

261 

315 

386 

458 

448 


ELEVATOR-2-4 Sty 

265 

354 

453 

— 

— 


5 * Sty 

270 

359 

460 

— 

— 


DETACUED 

— 

_ 

445 

500 

510 

WOONSOCKET 








SEMI-DETACHED/ROW 

— 

313 

364 

435 

475 


WALKUP 

253 

295 

364 

400 

440 


ELEVATOR-2-4 $ty 

263 

163 

490 

_ 

, , 


5 * Sty 

268 

370 

495 

— 

— 


SEMI-DETACHE3/R0W 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 
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RULES AND REGULATIONS 
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INSURING OFFICE lOTtlNCTON. VT. _ REGION I - BOSTON 


MARKET AREA 

STRUCTURE TYPE 



NUMBER 

OF BEDROOMS 



0 

1 1 

1 2 

I 2 

| 4 or sor« 


OETACKED 

_ 


387 

430 

526 

BENNINGTON 

SEMI-DETACHED('ROW 

— 

329 

377 

429 

493 


WALKUP 

277 

320 

367 

413 

464 


ELTVWOR-2-4 Sty 

302 

338 

605 

— 

_ 


J * Sty 

333 

376 

650 

— 

— 


DETACHED 

— 

— 

387 

650 

526 

BRATTLEBORO 

SIM!-DETACHED/ROW 

— 

329 

377 

429 

493 


WALXUP 

277 

320 

367 

413 

464 


ELE VATOft-2-w Sty 

302 

338 

605 

_ 

n - r 


5 . St> 

335 

3?6 

4S0 

— 

— 


DETACHED 

— 

_ 

387 

450 

326 

BURLINGTON 

SEMI-DETACHED/RCU 

— 

329 

377 

429 

493 


WALKUP 

277 

320 

367 

413 

464 


£L£VA TJR-2-U Sly 

302 

318 

605 

_ 

_ 


S . Sty 

335 

376 

650 

— 

— 


DETACHED 

_ 

_ 

387 

450 

526 

MONTPELIER 

SCIl-DETACHED/ROW 

— 

329 

377 

429 

493 


WALKUP 

277 

320 

367 

613 

464 


ELE VATOR-2-w Sty 

302 

338 

405 

_ 

— 


5 . Sty 

135 

376 

650 

— 

— 


DETACHED 

— 

— 

387 

450 

526 

RUTLAND 

SEMI-DETACH ED ’ROW 

— 

329 

377 

629 

493 


WALKUP 

277 

320 

367 

413 

464 


ELEVATOR-2-w St, 
b • Sty 

m 

in 

405 

450 

m 

m 


DETACHED 







SWI-DETACHED /ROM 







WA1XUP 







ELEVATOR-2-4 Sty 







5 • Sty 







AREA am Cl NEWARK. N. J. _ AECIOM .II - HEM YORK 


market area 

STRUCTURE TYPE 



NUMBER 

OF BEDROOMS 



0 

1 1 

T 7- 


| A or eor« 


DETACHED 

_ 


595 

644 

732 

NEWARK 

SEMI-DETACHED/ROW 

— 

402 

441 

580 

632 


WALKUP 

348 

378 

464 

550 

598 


ELEVATOR-2-4 Sty 

398 

430 

557 

_ 

__ 


5 • Sty 

437 

476 

606 

— 

— 

AS8URY PARK 

DETACHED 

— 

427 

536 

647 

660 

S» I-DETACHED/ROW 

346 

385 

465 

552 

611 


WALKUP 

319 

359 

07 

522 

576 


ELE VA FOR-2-4 Sty 

339 

All 

516 

_ 

_ 


5 • Sty 

398 

457 

565 

— 

— 

NORTH BERGEN 

DETACHED 

— 

— 

600 

705 

738 

SEMI-DETACHED/ROW 

— 

429 

545 

622 

676 


WALKUP 

352 

395 

509 

595 

636 


ELEVATOR-2-4 Sty 

403 

460 

616 

_ 

_ 


5 - Sty 

444 

506 

665 

— 

— 

FREEHOLD 

DttACHEO 

— 

427 

564 

675 

688 * 

SEMI-DETACHED/ROW 

346 

385 

493 

580 

639 


WALKUP 

319 

359 

46) 

550 

607 


ELE VA TOR-2-4 Sty 

359 

411 

342 

_ 

_ 


S • 5ty 

398 

457 

591 

— 

— 


"de?acke5 







SEMI-DETACHED/ROW 







WALKUP 







ELEVATOR.2-4 Sty 







5 - Sty 







de'iacheu 







SEMI-DETACHED/ROW 







WALXUP 







ELEVATOR -2-» Sty 







5 - Sty 







AREA OFFICE CAMPER. S.J. _ REGION II - NEW YORK 


market area 

STRUCTURE TYPE 



NUMBER 

OF BEDROOMS 



0 

| ‘ 

1 2 

| ’ 

| 4 or «or« 

CAMDEN 

DETACHED 


— 

470 

570 

621 

SEMI-DETACHED/ROW 

— 

355 

422 

510 

555 


WALKUP 

J89 

325 

385 

468 

510 


ELEVATOR-2-4 Sty 

307 

344 

395 

_ 

— 


5 - Sty 

325 

364 

448 

— 

— 

ATLANTIC CITY 

-DETACHED 

— 


466 

566 

617 

SDH-DETACHED / RON 

— 

349 

417 

305 

550 


WALKUP 

282 

318 

379 

462 

504 


ELE VATOR-2-4 Sty 

295 

380 

466 

— 

— 


5 - Sty 

328 

420 

350 

— 

— 

BURLINGTON 

DETACHED 


— 

468 

568 

619 

5EMT-0E7ACHI2>/RQV 

— 

353 

420 

508 

553 


WALKUP 

287 

323 

383 

466 

508 


ELEVATOR-2-4 Sty 

307 

344 

395 


. 


5 • 5t> 

325 

364 

448 

_ 

_ 


bETACHED 


_ 

470 

570 

621 

GLOUCESTER 

SEMI -DETACHED/ROW 

— 

335 

422 

510 

555 


WALKUP 

289 

325 

383 

468 

510 


ELEVATOR-2-4 Sty 

307 

344 

395 

_ 

_ 


5 • Sty 

325 

364 

448 

— 

— 

TRENTON 

DETACHED 

— 

— 

505 

605 

656 

SEMI-DETACHED/ROW 

— 

379 

457 

545 

590 


WALKUP 

313 

349 

420 

503 

543 


ELEVATOR-2-4 Sty 

320 

372 

493 

_ 

_ 


5 - Sty 

328 

411 

546 

— 

— 


bfclACHED 

_ 


433 

345 

586 

VINELAND 

S5MI-DE7ACHED/ROW 

— 

320 

387 

475 

520 

- 

WALKUP 

254 

290 

350 

433 

475 


ELEVATOR-2.4 5ty 

277 

306 

373 

_ 

_ 


5 * Sty 

309 

343 

426 

— 

— 


INSURING OFFICE AL8AKY. S.Y. _ RECIUN IT - NTV YORK 


MARKET AREA 

STRUCTURE TYPE 



NUMBER 

OP BEDROOMS 



0 

1 2 

1 2 


| 4 or aor« 


DETACHED 

_ 


429 

517 

>71 

ALBANY 

SEMI-DETACHED/ROW 

— 

317 

376 

458 

508 


WALKUP 

249 

309 

361 

424 

479 


ELEVATOR-2-4 Sty 

— 

_ 

___ 

_ 

. . 


5 - Sty 

294 

360 

447 


— 


DETACHED 

_ 

_ 

429 

517 

37i 

GLEN FALLS 

SEMI-DETACHED/ROW 

— 

317 

376 

458 

508 


WALKUP 

249 

309 

361 

424 

479 


ELEVATOR-2-4 Sty 

. 

.. 

__ 

___ 

_ 


5 - Sty 

294 

360 

447 

— 

_ 


DETACHED 

— 

_ 

429 

517 

571 

HASSENA 







SEMI-DETACHED/ROW 

— 

317 

376 

458 

508 


WALKUP 

249 

309 

361 

424 

- 479 


ELEVATOR-2-4 Sty 

— 

_ 

_ 

_ 

_ 


5 . Sty 

294 

360 

447 

— 

— 


DETACHED 

_ 

_ 

429 

517 

571 

PLATTSBURGH 

SD(t-DETACHED/ROW 

— 

317 

376 

458 

508 


WALKUP 

249 

309 

361 

424 

479 


ELEVATOR-2-4 Sty 

_ 

_ 

r . 

_ 

_ 


5 . Sty 

294 

360 

447 

_ 

_ 

SYRACUSE 

DETACHED 



429 

517 

571 

sen -DETACHED/ROW 

— 

317 

376 

458 

508 


WALXUP 

249 

309 

361 

424 

479 


ELEVATOR-2-4 Sty 

— 

_ 

_ 


... 


5 - Sty 

29* 

360 

44.7 

— 



DETACHED 

— 

— 

465 

520 

570 

PCUCHKEEPSIE 






SEMI-DETACHED/ROW 

— 

323 

402 

473 

523 


WALKUP 

253 

303 

368 

447 

497 


ELEVA TOR -2-4 Sty 

_ 

... 





3 ♦ 

H5 

187 

i67 

— - 
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RULES AND REGULATIONS 


ramwc omr.i albant. n. t. _region n - srv tom 


MARKET AREA 

STRUCTURE TYPE 

HUMBER OF BEDROOMS 

0 j i | 2 | 3 | A or *or« 

WATERTOWN 

DETACHED 

SEMI-DETACHED/BOW 

WAUOI? 

ELEVATOR-2-4 Sty 
5 . Sty 

— — 42* 517 571 

- 317 376 458 508 

24* 309 361 424 479 

294 360 447 - - 

SCHENECTADY 

DETACHED 

5EMI-DETACHED/ROW 

WALKUP 

£L£ VATOR -2-4 Sty 
5 ♦ Sty 

- - 429 517 571 

- 317 376 458 508 

249 309 361 424 479 

294 360 447 - - 

BINGHAMTON 

DETACHED 

SEMI-DETACHED/ROW 

VALKCP 

ELEVATOR-2-4 Sty 
S • Sty 

- - 429 517 571 

- 317 376 458 508 

249 309 161 424 479 

294 360 447 - - 

tTHACA 

DETACHED 

SEMI-DETACHED/ROW 

WALKCP 

ELEVATOR-2-4 Sty 

5 * Sty 

- - 429 517 571 

- 317 376 458 508 

249 309 361 424 479 

294 360 447 - - 


DETACHED 

SEMI-DETACHED/ROW 

WALKDP 

ELEVATOR-2-4 Sty 

S ♦ Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-A Sty 

5 * Sty 



AREA omci . SEMJSa^JLJL _ RECioti iL.--.yS V .IgaL 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 



0 1 


T* 

m 

4 or aor« 


DETACHED 






NEW YORK CITY 

SEMI-DETACHED/ROW 

— 

502 

599 

697 

813 


WALKUP 

390 

461 

555 

652 

753 


Elevator- 2-4 $t> 

448 

523 

623 

710 

801 


5 * Sty 

560 

646 

779 

— 

— 


DETACHED 

— 

_ 

548 

674 

763 

SUFFOLK 

SEMI-DETACHED/ROW 

406 

429 

507 

549 

657 


WALKUP 

328 

397 

471 

508 

568 


ELEVATOR-2-6 Sty 

408 

501 

592 

_ 

_ 


5 ♦ Sty 

430 

512 

629 

— 

— 

WESTCHESTER 

DETACHED 

— 

— 

636 

723 

769 

SEMI-OETACHED/ROU 

— 

450 

531 

635 

709 


WALKUP 

350 

410 

492 

600 

678 


ELEVAluR-2-4 Sty 

374 

429 

334 

625 

_ 


$ - Sty 

427 

489 

597 




DETACHED 



506 

582 

628 

ORANGE 

SEMI-DETACHED/ROW 

— 

345 

414 

488 

563 


WALKUP 

247 ^ 

325 

388 

476 

515 


ELEVATOR-2-6 Sty 

366 

469 

555 

_ 

_ 


5 • Sty 

376 

478 

564 

— 

— 

ROCKLAND 

DETACHED 

— 

™ 

648 

735 

779 

SEMI-OETACHED/ROV 

— 

420 

523 

617 

662 

• 

WALKUP 

328 

397 

500 

595 

640 


ELEVATOR-2-4 Sty 

3S0 

428 

544 

_ 

_ 


3 - Sty 

385 

464 

586 

— 

—» 

NASSAU 

DETACHED 

— 

“ 

713 

758 

874 

SEMI-DETACHED/ROW 

_ 

315 

619 

714 

812* 









WALKUP 

ISO 

475 

580 

676 

730 


ELEVAT0ft-2-4 Sty 

386 

>09 

602 

— 

— 


5 - Sty 

*1 

515 

644 

— 

— 


AREA OFFICE BUFFALO. N. Y. _ REGION II - NEW YORK 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 | 4 or aore 

buffalo 

• 

DETACHED 

SEMI-OETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 - Sty 

- - 448 505 568 

- 355 392 459 532 

282 314 363 428 453 

353 374 444 - - 

409 433 506 - - 

ELMIRA 

DETACHES 

SEMI-DETACHED/ROW 

WALKUP 

ELE VA TOfl-2-4 Sty 
5 ♦ Sty 

- - 440 510 565 

- 383 422 475 530 

299 329 389 449 510 

358 401 479 - - 

383 425 505 - - 

JAMESTOWN 

DETACHED 

SBtl-OETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- - 448 504 566 

- 375 409 468 535 

308 334 379 435 501 

370 396 460 - - 

390 430 515 - - 

ROCHESTER 

Tetaches 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 »• Sty 

- - 436 487 539 

- 353 401 465 524 

275 301 356 419 471 

368 393 467 - - 

389 426 510 - — 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP • 

ELEVATOR-2-4 Sty 

5 * Sty 

✓ 


VTriCZ aSH XCB&. .1.1,_ U - «M TOB*. 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 j 4 or *oc« 

PUTNAM 

DETACHED 

SEMI-DETACHED/ROW 

VALKCP 

ELEVATOR-2-4 Sty 
5 - Sty 

- - 636 721 769 

- 450 531 63S 709 

350 410 492 600 678 

374 429 534 625 - 

427 489 597 - - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 


* 

“fttACHEfi 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 
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RULES AND REGULATIONS 


25609 


AMA OFFICE SAM JUAN, P.R. _REGION It - MEW YORK 


MARKET area 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


*' 



rn 


4 or aor« 

SAN JUAN 

DETACHED 



343 

404 

439 

SEMI-DETACHED/ROW 

— 

323 

343 

404 

439 


WALKUP 

256 

323 

343 

404 

439 


ELEVATOR-2-4 St> 

_ 

— 

— 

— 

— 


5 - Sty 

Ml 

369 

391 

— 

— 

PONCE 

DETACHED 

— 

— 

362 

426 

463 

SEMI-DETACHED/ROW 

— 

340 

362 

426 

463 


MALAtn* 

273 

360 

362 

426 

463 


tLEVATOR-2-4 Sty 

_ 

_ 

_ 

_ 

_ 


5 . Sty 

316 

387 

411 

— 

— 


DETACHED 

— 

— 

354 

417 

455 

NAYACUEZ 

SEMI-DETACHED/ROW 

— 

334 

354 

417 

455 


WALKUP 

265 

334 

354 

417 

455 


ELEVATOR-*-* Sty 

— 

— 

— 

— 

— 


5 * Sty 

310 

3*0 

403 

— 

— 

ARECIBO 

-gTTACHES- 

— 

— 

354 

417 

455 

SDU-OmCHiD/RDU 

— 

334 

354 

417 

455 


WALXUP 

265 

334 

354 

*17 

455 


EL£ wATOH-2-4 Sty 

_ 

_ 

_ 

_ 

— 


5 - St, 

no 

380 

403 

— 



DETACHED 

_ 

— 

437 

521 

553 

ST. THOMAS 

SEMI-DETACHED/ROW 

— 

321 

401 

482 

514 


WALKUP 

236 

31S 

387 

424 

686 


ELEVATOR-2-4 Sty 

285 

365 

436 

— 

— 


5 - Sty 

.— 


—“ 

— 

— 


DETACHED 

— 

— 

395 

455 

473 

ST. CROIX 

semi-detached/row 

— 

261 

381 

438 

456 


WALKUP 

223 

258 

345 

359 

606 


ELEVATOR-*-** Sty 

— 

— 

— 

— 

— 


5 - 5t> 

— 

-- 





orricB WASHINGTON, D. C. R£«ON til - PHILADELPHIA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 | 4 or «or* 

WASHINGTON, 

D. C. 

DETACHED 

SUfl-DETACHED/ROV 

UALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

-- 393 663 

- 395 469 511 578 

274 360 434 502 556 

312 373 498 - - 


DETACHED 

SEMI-DETACHED/RON 

WALKUP 

ELEVATOR-2-4 St, 
5 ♦ Sty 



DETACHED 

SEMI-DETACH ED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 



DETACHED 

SEMt-OETACHZD/ROV 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sl> 

* 


INSURING OFFICE WILMINGTON, PEL. REGION HI * PHILADELPHIA AREA OFFICE BALTIMORE, MD, _REGION III - PHILADELPHIA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 


0 | 1 | 2 j 3 | 4 or sor« 

BALTIMORE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 St, 

5 - Sty 

-- 524 615 660 

- 324 357 449 574 

279 309 351 433 540 

290 330 410 - - 

291 344 434 

HAGERSTOWN 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

- - 433 499 633 

- 311 328 393 566 

264 296 322 378 528 

274 316 376 - - 

279 326 383 - - 

SALISBURY 

DETACHED 

SWt-DETACHED/ROV 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

- - 429 494 630 

- 286 326 397 565 

242 272 320 381 534 

251 290 374 - - 

256 299 381 - 

WALDORF 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

-- 524 615 660 

- 324 3S7 449 574 

279 309 351 433 540 

290 330 410 - 

291 344 434 - - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - St, 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - St, 



MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 | 1 | 2 | 3 | 4 or «or« 

WILMINGTON 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 5t> 

5 - Sty, 

-- 383 408 505 

- 257 348 395 414 

238 257 321 393 - 

251 280 351 - - 

262 334 438 - - 

DOVER 

DETACHED 

SIMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

-- 352 375 465 

■— 254 320 363 381 

197 254 312 361 — 

231 258 323 

241 307 403 - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 



Oetached 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 


• 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 



TrrAdhttl 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 
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RULES AND REGULATIONS 


AREA OFFICE PHILADELPHIA, PA. REGION III - PHILADELPHIA 


market AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



° 1 

1 

N 

3 

A or oora 

PHILADELPHIA 

DETACHED 


— 


— 

— 


SEMI-DETACHED/ROW 

... 

336 

418 

460 

506 


WALKUP 

258 

307 

385 

445 

483 


ELeVArOH-2-4 St) 

280 

340 

405 

_ 

_ 


5 . Sty 

325 

365 

423 

— 

— 

ALLENTOWN 

DETACHED 

— 

— 

— 

— 

— 


SEMl-DETACHED/ROW 

— 

295 

365 

438 

483 


WALKUP 

255 

287 

360 

431 

471 


ELEVATOR-2-4 Sty 

303 

320 

375 

— 

— 


5 * Sty 

311 

342 

420 

— 

— 

BELLEFONTE 

DETACHED 


_ 

_ 

mmm 








SEMI-DETACHED/ROV 

— 

284 

382 

430 

471 


WALKUP 

240 

276 

3S1 

423 

460 


ELEVATOR-2-4 Sty 

275 

305 

390 

— 

— 


5 * Sty 

300 

334 

425 

— 

— 

HARRISBURG 

“MfAcHkfi- 

— 

— 

— 

— 

— 


SEMI-DETACHED/ROW 

— 

292 

366 

468 

517 


WALKUP 

250 

287 

353 

456 

505 


ELE VA TOR-2-4 Sty 

275 

320 

363 

— 

— 


5 * Sty 

308 

345 

393 

— 

— 

LANCASTER 

DETACHED 

— 

— 

— 

— 

— 


SEMI-DETACHED/ROW 

— 

293 

360 

428 

460 


WALKUP 

242 

288 

349 

418 

448 


ELEVATOR- 2-4 Sty 

272 

320 

404 

_ 

_ 


5 - Sty 

300 

346 

438 

— 

— 


DETACHED 

_ 

, 

M 

_ 

_ 

YORK 








SEMl-DETACKED/ROV 

— 

293 

360 

428 

460 


WALKUP 

242 

288 

349 

418 

448 


ELEVATOR-2.4 Sty 

272 

320 

404 

— 

— 


-L_-. 

300 

346 

438 

“““ 



AREA OFFICE PHILADELPHIA, PA RECTOS III - PHILADELPHIA 


MARKET AREA 

STRUCTURE TYPE 



HUMBER OF BEDROOMS 



0 1 

[ 1 

1 1 1 

m 

4 or *or« 

POTTSTOWN 

DETACHED 





— 


6EXI-DETACHED/ROW 

— 

291 

344 

430 

471 


WALKUP 

240 

277 

321 

399 

437 


ELEVATOR-2-4 St) 

270 

320 

363 

— 

— 


5 . Sty 

293 

350 

410 

■— 

— 

READING 

DETACHED 

— 

— 

— 

— 

— 


SEMI-DETACHED/ROW 

— 

291 

344 

430 

471 


WALKUP 

240 

277 

321 

399 

437 


ELE VA TOR -2 -<* Sty 

270 

320 

363 

— 

— 


S - Sty 

293 

350 

410 

— 

— 

SCRANTON 

DETACHED 

— 

_ 

__ 

___ 

_ 







SOU-DETACHED/ROW 

— 

324 

380 

435 

491 


WALKUP 

250 

302 

366 

430 

475 


ELEVATOR-2-4 Sty 

275 

330 

385 

— 

— 


5 • Sty 

320 

379 

42S 

— 

— 

BETHLEHEM 

DETACHED 

_ r _ 

_ 

. 

___ 

_ 








SEMI-DETACHED/ROW 

— 

295 

365 

438 

483 


WALKUP 

255 

287 

360 

431 

471 


ELE VATQR-2-4 Sty 

303 

320 

375 

_ 

_ 


S • Sty 

311 

342 

420 

— 

— 


DETACHED 


. , L , 


mmm 

__ 

WELLSBORO 








SEMI-DETACHED/ROW 

— 

284 

382 

430 

471 


WALKUP 

240 

276 

351 

423 

460 


ELEVATOR-2-4 Sty 

275 

30S 

390 

— 

— 


5 ♦ Stv 

300 

334 

425 

— 

— 


otTACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 * Sty 







OFFICE PITTSBURGH, PA. _ RIOIOK III ~ PHILADELPHIA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 




1 



4 or aora 

NEW CASTLE 

DETACHED 


325 

381 

449 

540 


SEMI-DETACHED/ROW 

... 

317 

353 

416 

500 


WALKUP 

233 

288 

330 

389 

451 


ELEVATOR-2-4 Sty 
5 • St> 

278 

333 

400 

_ 

_ 

PITTSBURGH 

DETACHED 

— 

390 

420 

491 

565 


SEMI-DETACHED/ROW 

— 

364 

400 

457 

526 


WALKUP 

264 

328 

378 

428 

496 


ELE VA TOR-2-4 Sty 
5 - Sty 

293 

354 

426 

— 

HI 

ERIE 

DETACHED 

— 

3(4 

402 

448 

525 


SEMI-DETACHED/ROU 

— 

339 

372 

404 

487 


WALKUP 

245 

302 

350 

400 

463 


ELEVATOR-2.4 Sty 
5 • Sty 

290 

347 

419 

III 


SHARON 

DETACHED 

... 

325 

381 

449 

5T3 


SEMI-DETACHED/ROW 

— 

317 

3S3 

416 

500 


WALKUP 

233 

288 

330 

389 

4S1 


ELEVATOR-2-4 Sty 

5 . Sty 

278 

333 

400 

— 

— 

ALTOONA 

DETACHED 

— 

344 

39 6 

462 

540 


SWI-DETACHED/ROW 

— 

344 

378 

432 

505 


WALKUP 

245 

302 

365 

412 

474 


ELEVATOR -2-4 Sty 

5 - Sty 

275 

329 

39 6 



— 

JOHNSTOWN 

DETACHED 

— 

TTT 

396 

462 

5TU 


SEMI-DETACHED/ROW 

— 

344 

378 

432 

505* 


WALKUP 

245 

302 

36S 

412 

474 


ELEVATOR-2-4 Sty 

5 . Sty 

27S 

329 

396 

— 

— 

AREA OFFICE RICHMOND. 

VA. 


REGION 

Ill - 

Philadelphia 


MARKET AREA 

STRUCTURE TYPE 



NUMBER 

OF BEDROOMS 



0 1 

l 1 

1 2 

1 1 1 

4 or aora 

RICHMOND 

DETACHED 



355 

411 

487 


SEMI-DETACHED/ROW 

— 

276 

316 

381 

425 


WALKUP 

221 

254 

313 

378 

421 


ELEVATQR-2-4 Sty 

221 

281 

360 

... 

_ 


5 • Sty 

223 

300 

376 

— 

— 

NORFOLK 

DETACHED 

— 

— 

353 

418 

470 


SEMI-DETACHED/ROW 

— 

268 

313 

391 

428 


WALKUP 

221 

267 

310 

386 

428 


ELEVATOR-2-4 Sty 

236 

267 

321 

_ 

_ 


5^ 4 Sty 

249 

270 

339 

— 

— 

VIRGINIA 

: A. 

— 

— 

353 

418 

470 

BEACH 

SEMI-DETACHED/ROW 

— 

268 

313 

391 

428 


WALKUP 

221 

267 

310 

386 

428 


ELEVATOR-2-6 Sty 

236 

267 

321 

— 

_ 


5 ♦ Sty 

248 

270 

339 

— 

— 

PORTSMOUTH 

"SfTAdiU - 

— 

— 

353 

418 

470 


SEMt-DETACHED/ROW 

— 

268 

313 

391 

4 28 


WALKUP 

221 

267 

310 

386 

428 


ELEVATOR-2-6 Sty 

236 

267 

321 


___ 


5 ♦ Sty 

248 

270 

339 

—- 

— 

SUFFOLK 

DETACHED 

— 

— 

353 

418 

470 


SEMI-DETACHED/ROW 

--- 

268 

313 

391 

428 


WALKUP 

221 

267 

310 

.386 

4 28 


ELEVATOR -2-4 5ty 

236 

267 

321 

... 

... 


5 * Sty 

248 

270 

339 

— 

-— 

CHESAPEAKE 

DETAILED 


— 

TST- 

ITS 

~T77J- 


SEMI-DETACHED/ROW 

— 

268 

313 

391 

428 


WALKUP 

221 

267 

310 

386 

428 


ELEVATOR-2-4 Sty 

236 

267 

321 

... 

_ 


5 . Sty 

248 

270 

339 

— 

— 
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RULES AND REGULATIONS 
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AREA OFFICE RICHMOND, VA. _REGION III - Philadelphia INSURING OFFICE CHARLESTON , W. VA. REGION III - PHILADELPHIA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | ) | A or Mti 

CHARLESTON 

DETACHED 

SEMI-DETACHED/ROW 

WALE’JP 

ELEVATOR-2-4 Sty 
5 - Sty 

-- 395 434 <84 

- 330 373 416 466 

214 273 316 373 420 

316 366 412 - 

321 371 417 

BECXLEY 

DETACHED 

SD1I-DETACHED/R0W 

WALXUP 

ELE VAIOR-2-4 Sty 
5 - Sty 

-- 3S6 391 436 

- 263 335 366 412 

231 263 298 332 365 

280 332 372 

285 337 377 - 

BLUEPIELD 

DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 . Sty 

- - 356 391 436 

- 263 335 366 412 

231 263 298 332 365 

280 332 372 - - 

28S 337 377 - - 

HUNTINGTON 

'MfAdrttft- 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 

-- 359 432 469 

- 263 341 408 449 

185 245 322 389 426 

280 332 397 - - 

285 337 402 

PARKERSBURG 

DETACHED 

SEMI-DETACHED/ROU 

WALXUP 

ELEVATOR-2-4 Sty 
5 - Sty 

-- 317 366 402 

- 263 299 345 380 

215 246 291 327 361 

273 327 397 - - 

278 332 402 

WHEELING 

feETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR -2 -4 Sty 

5 • Sty 

JT5 TT5 4TT 

- 257 302 379 432. 

216 250 294 368 401 

276 330 400 - - 

281 335 405 - - 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



0 1 

I ‘ 

hi 

^7 

4 or aor« 

ROANOKE 

DETACHED 



334 

392 

441 


SDII-DETaCHED/ROW 

— 

245 

300 

378 

418 


WALXUP 

198 

232 

284 

356 

399 


ELEVATOR-2-4 Sty 

211 

269 

350 


_ 


5 - Sty 

214 

289 

361 

— 

— 

LYNCHBURG 

DETACHED 

— 

... 

334 

392 

441 


SEMI-DETACHED/ROW 

— 

245 

300 

378 

418 


WALXUP 

198 

232 

284 

3S6 

395 


ELE VA TOR-2-4 Sty 

211 

269 

3sq 

__ 

_ 


5 * Sty 

214 

289 

361 

— 

— 

DANVILLE 

DETACHED 

~ 

— 

334 

392 

441 


SET I-DETACHED/ROW 

— 

245 

300 

378 

418 


WALXUP 

198 

232 

284 

356 

395 


ELEVATOR-2-4 Sty 

211 

269 

353 

__ 

_ 


5 - Sty 

214 

289 

3 j1 


— 

NEWPORT 

NEWS 

T£fA£k£fl 

_ 

. 

341 

414 

454 

SEMI-DETACHED/ROW 

— 

276 

312 

388 

432 


WALXUP 

212 

235 

276 

394 

395 


ELEVATOR-2-4 Sty 

224 

253 

309 

_ 

_ 


5 - Sty 

236 

258 

321 


— 

FREDERICKS¬ 

DETACHED 

— 

— 

367 

424 

484 

BURG 

SEMI-DETACHED/ROM 

— 

267 

315 

380 

423 


WALXUP 

217 

258 

310 

376 

420 


ELEVATOR-2-4 Sty 

217 

275 

353 

— 

— 


5 ♦ Sty 

218 

294 

369 

— 

— 

HARRISON¬ 

DBIaChZS 

— 

— 

316 

354 

431 

BURG 

SEMI-DETACHED/ROW 

— 

245 

296 4 

354 

401 


WALXUP 

197 

232 

276 

347 

399 


ELEVATOR-2-4 Sty 

204 

256 

332 

_- 

_ 


5 - Sty 

221 

275 

346 

— 

— 


AREA OFFICE RICHMOND - VA. _ REGION III - Philadelphia 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 | 4 or acre 

WARRENTON 

DETACHED 

SEMI-DETACHED/ROU 

WALXUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

- 316 354 431 

- 245 296 354 401 

197 232 276 347 399 

204 256 332 - 

221 275 346 

BRISTOL 

DETACHED 

SEMI-DETACHED/ROM 

WALXUP 

ELEVATOR-2-4 Sty 
5 * St P 

. 273 345 375 

210 264 318 365 

194 207 257 315 362 

203 239 312 

211 271 366 

HAMPTON 

DETACHED 

SEMI-DETACHED/ROV 

WALXUP 

ELEVATOR-2-4 Sty 
5 - Sty 

341 414 454 

- 276 312 388 432 

212 235 276 354 395 

224 253 309 

236 258 321 


SZMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 . Sty 



'detached ■ 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 * Sty 



INSURING OFFICE CHARLESTON, W. VA. REGION III - PHILADELPHIA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF SEDR0OM5 


| 1 | 2 | 3 | 4 or -»or« 

MAPTINSBURG 

DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 

- 368 408 457 

- 307 347 391 437 

235 286 334 368 415 

313 343 382 - - 

318 348 387 

FAIRMONT 

DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELE VA TOR-2-4 Sty 
5 ♦ Sty 

-- 368 408 457 

- 307 347 391 437 

235 286 334 368 415 

313 343 382 - 

318 348 387 - - 

POINT 

PLEASANT 

DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
S ♦ Sty 

-- 316 364 398 

- 253 298 343 378 

214 245 290 324 359 

271 324 362 - - 

275 329 367 - 


■bETXdirft- 

SEMI -DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 - Sty 



DETACHED 

SIMl-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 - Sty 
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RULES AND REGULATIONS 


AREA orrtCI BIRMINGHAM, ALA. EECTOM IV ~ ATLANTA AREA orttCI JACKSONVILLE, FLA. REGION fV - ATLANTA 


market area 

STRUCTURE TYPE 

NUMBER Of BEDROOMS 

0 | 1 | 2 | 3 | A or wru 

BIRMINGHAM 

DETACHED 

SENI-OETACHED/RQW 

walkup 

ELEVATOR-2-6 Sty 
5 ► Sty 

3S3 412 449 

243 285 360 395 

205 240 280 355 390 

24S 290 340 

255 300 355 

DOTHAN 

DETACHED 

SEMI-DETACHED/ROW 

WALE IT? 

ELEVATOR-2-4 Sty 
5 - Sty 

302 359 390 

235 280 345 380 

195 230 275 345 380 

235 275 330 - 

245 28S 345 - 

FLORENCE 

DETACHED 

SEHl-DEIACH ED/ROW 

WALEUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

321 385 421 

237 295 350 385 

195 230 275 325 365 

235 275 330 

245 285 345 

HUNTSVILLE 

Wtached 

SEMI-DETACHED/ROV 

WALKUP 

€LEVAT0R-2-« Sty 

S • Sty 

328 391 430 

237 296 345 380 

195 230 275 325 365 

235 275 330 

245 285 345 

MOBILE 

DETACHED 

SEMI-DETACHED/HOW 

WALKUP 

ELEV4 TOR-2-4 Sty 
. V * Sty 

- 3T3 3T3 175 

- 240 285 375 410 

195 235 280 350 385 

235 280 335 - - 

245 290 350 

MONTGOMERY 

DETACHED 

SEU-DETACHED/ROW 

WALEUP 

ELEVATOR-2-4 Sty 

5 • Sty 

-- - - JT5 -JTO- 171 - 

240 285 375 410 

19S 235 280 350 385 

235 280 335 

245 290 350 


market area 

STRUCTURE TYPE 

HUMBER OF BEDROOMS 



0 


1 2 

r 7 ^ 

| 4 or sore 

JACKSONVILLE 

DETACHED 

— 

— 

294 

363 

401 


SEMI-DETACHED/ROW 

— 

259 

294 

353 

371 


WALEUP 

206 

237 

294 

353 

371 


ELEVATOR-2-4 Sty 

244 

297 

375 

— 

— 


5 . Sty 

252 

307 

388 

— 

— 

FORT HALTON 

DETACHED 

— 

— 

280 

377 

400 

BEACH 

SEMI-DETACHED/ROW 

— 

236 

261 

340 

363 


WALKUP 

199 

218 

261 

340 

363 


ELEVATOR-2-4 5ty 
5 • Sty 

245 

253 

284 

294 

338 

350 

::: 

::: 

GAINESVILLE 

DETACHED 

— 

— 

324 

417 

449 


SEMI-DETACHED/ROW 

— 

276 

307 

381 

397 


WALKUP 

235 

254 

307 

381 

397 


ELEVATOR-2-4 Sty 

263 

307 

374 

— 

— 


5 . Sty 

272 

317 

387 

— 

— 

PANAMA CITY 

DETACHED 

— 

— 

280 

362 

369 


SEMI-DETACHED/ROW 

— 

235 

261 

334 

349 


WALEUP 

199 

218 

261 

334 

349 


ELEVATOR-2.4 Sty 

5 * Sty 


m 

m 

77** 

~~~ 

PENSACOLA 

DETACHED 

— 


3 8 0 

377“ 

278 


SEMI-DETACHED/ROW 

— 

238 

261 

340 

363 


WALKUP 

199 

218 

261 

340 

363 


ELEVATOR.2-4 Sty 

245 

284 

338 

— 

— 


5 - Sty 

253 

294 

350 

— 

— 1 

TALLAHASSEE 

DETACHED 

— 

— 

363 

407 

“TO - 


SEMI-DETACHED/ROW 

— 

265 

291 

363 

378 


WALKUP 

221 

240 

288 

362 

378 


ELEVATOR-2-4 Sty 

260 

302 

365 

— 

—— 


5 . Sty 

269 

312 

377 

— 

—— 


OFFICE BIRMINGHAM, ALA a ECt ON IV ~ ATLANTA INSURING OFFICE CORAL GABLES, TLA. rec'ON 


market area 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 j 1 | 2 | 3 | 4 or nor* 

TUSCALOOSA 

♦ 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR -2*4 Sty 

5 * Sty 

- 336 399 435 

235 260 345 380 

195 235 290 345 380 

235 280 335 

245 290 350 


DETACHED 

SEMI-DETACHED/TOW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 



DETACHED 

SOU-DETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 - Sty 



DETACHED 

SEMI -DETACHED/ROW 

WALKUP 

ELEVATOR-2.4 Sty 

5 . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
S - S ty 



"DgTXcSS - 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

_L 



MARKET AREA 

STRUCTURE TTPE 



NUMBER 

OF BEDROOMS 


* 

0 

1 1 

| 2 


j 4 or aor« 

MIAMI 

DETACHED 

- 


424 

446 

506 


SEMI-DETACHED/ROW 

- 

316 

379 

438 

486 


WALKUP 

251 

286 

361 

432 

472 


ELEVATOR-2-4 Sty 

258 

291 

387 

- 

- 


5 • Sty 

310 

334 

465 

• 

“ 

FORT LADDER- 

DETACHED 

- 

- 

472 

491 

533 

DALE 








SEMI-DETACHED/ROW 

“ 

303 

388 

458 

500 


WALKUP 

257 

278 

378 

427 

466 


ELEVATOR-2-4 Sty 

263 

282 

382 

• 

- 


5 * Sty 

304 

363 

♦ 59 

• 

“ 

FORT MYERS 

DETACHED 

- 

- 

' 322 

796" 

T72 - 


SEMI-DETACHED/ROW 

- 

283 

322 

396 

432 


WALKUP 

230 

276 

322 

396 

432 


ELEVATOR-2-4 Sty 

236 

282 

328 

- 

- 


5 . Sty 

271 

308 

361 

“ 

• 

KEY WEST 

DETACHED 

- 

- 

395 

427 

505 


SEMI-DETACHED/ROW 

- 

317 

395 

427 

457 

• 

WALKUP 

243 

317 

395 

419 

444 


ELEVATOR-2-4 Sty 

249 

317 

401 

- 

- 


5 ♦ Sty 

267 

3S2 

433 

" 

~ 

WEST PALM 

DETACHED 

- 

- 

4oo 

464 

rn 

BEACH 








SEMI-DETACHED/ROW 

- 

282 

400 

464 

494 


WALKUP 

248 

282 

3S3 

%33 

472 


ELEVATOR-2-4 Sty 

254 

288 

359 

. 

- 


5 - Sty 

313 

347 

418 




DETACHED 

SEMt-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 • Sty 
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RULES AND REGULATIONS 
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tssmi* omcE "»>■ tloripa recios. w ~ ATLAOT » 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROCKS 

oil I 2 I 3 1 4 or sor« 

TAMPA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR.2.A St) 
5 * Sty 

327 384 405 

246 281 343 390 

212 231 270 324 343 

214 233 272 

241 263 308 

COCOA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR.2-4 Sty 
5 ♦ Sty 

~ - 3TT5 375 351 

250 303 359 394 

203 219 264 288 317 

205 221 266 - 

231 250 300 

DAYTONA 

BEACH 

DETACHF* 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2. 4 Sty 
5 . Sty 

—=-=-371—JTB-X79 

265 323 363 397 

214 231 281 316 335 

216 233 283 

243 263 319 

LAKELAND 

"gfTAdKfcS - 

SEMI-DETACHED/ROW 

WALK UP 

ELEVATOR.2-A Sty 
b . Sty 

—=-=- TTL J37 379 

275 321 345 377 

226 242 281 326 344 

228 244 283 

254 272 317 - 

ORLANDO 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 St> 
5 • 5ty 

”1-=-312 ' 364 VH 

253 311 355 387 

186 219 270 321 339 

188 221 272 

213 249 305 

PORT PIERCE 

■'OfelultK 

SEMI-DETACHED/ROW 

WALJCUP 

ELEVATOR-2-4 Sty 
5 • St) 

“ - 323 578 399 

265 323 363 397 

214 231 281 316 335 

216 233 283 

243 263 319 

INSURING 0! 

mCE TAMPA, FLA. REGION ™ * ATLANTA 


MARKET AREA 

STRUCTURE TYPE 

HUMBER OP BEDROOMS 


0 | 1 | 2 j 3 | A ot nor# 

SARASOTA 

DETACHED 

SEMI-DETACHED/SOW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 

- 343 399 422 

- t 293 341 373 408 

236 253 293 354 374 

238 255 295 

266 286 332 

ST. PETERS¬ 
BURG 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-* Sty 

5 . Sty 

“I- 371 5T3 173 

264 321 364 398 

197 231 281 349 368 

199 242 285 

226 263 319 


DETACHED 

SD1I-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



~srrxtfta - 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
b * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 * Sty 



DETACHED 

SEM-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
b • Sty 



omct ATLANTA, ga. _iieoios iv - Atlanta 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


* 

0 


1 * 1 

[ 3 

1 4 ur sore 

ATLANTA 

DETACHED 

— 


354 

408 

447 


SEMI-DETACHED/ROW 

— 

278 

325 

389 

426 


WALKUP 

250 

270 

320 

377 

413 


ELEVATOR-2-4 Sty 
5 * Sty 

273 

282 

293 

31S 

343 

378 

~ 

::: 

ALBANY 

DETACHED 

— 

— 

307 

394 

422 


SEMI-DETACHED/ROW 

— 

236 

291 

377 

401 


WALKUP 

213 

230 

285 

371 

396 


ELEVATOR-2-4 Sty 
5 * Sty 

236 

281 

253 

300 

308 

374 


II- 

AUGUSTA 

DETACHED 

— 

— 

309 

369 

414 


SEMI-DETACHED/ROW 

— 

244 

288 

353 

394 


WALKUP 

215 

238 

279 

342 

383 


ELEVATOR-2-4 Sty 
5 * Sty 

238 

281 

261 

307 

302 

365 

— 

— 

BRUNSWICK 

"&E+AdkH>- 



323 

377 

406 


SEMI-DETACHED/ROW 

— 

255 

302 

360 

386 


WALKUP 

221 

244 

291 

348 

375 


ELEVATOR-2-4 Sty 

5 ♦ Sty 

244 

296 

267 

325 

314 

392 

— 

--- 

COLUMBUS 

DETACHED 

— 

— 

320 

374 

412 


SEMI-DETACHED/ROW 

— 

267 

308 

360 

407 


WALKUP 

230 

2S0 

297 

354 

390 


ELEVATOR-2-4 Sty 
b - Sty 

253 

297 

273 

321 

320 

38S 

— 


MACON 

DETACHED 

— 

— 

335 

362 

409 


SEMI-DETACHED/ROW 

— 

241 

308 

358 

407 


WALKUP 

212 

229 

304 

334 

376 


ELEVATOR-2-4 Sty 

5 - Sty 

235 

282 

252 

303 

327 

397 

— 

... 

AREA OFFICE ATLANTA, 

GA. 


REGION 

IV - 

ATLANTA 


MARKET ARIA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 | l | 2 | 3 | 4 or nore 

ROME 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

303 359 397 

- 238 279 337 378 

207 227 274 331 367 

230 250 297 - 

278 303 368 - - 

SAVANNAH 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATQR-2-4 Sty 
5 • Sty 

-- 307 424 468 

28S 354 413 450 

244 274 335 394 436 

267 297 358 -- 

319 355 436 -- 

VALDOSTA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

-- 310 353 404 

- 244 291 348 396 

213 232 285 331 378 

236 255 308 -- 

279 302 372 -- 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
b * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
b - Sty 



DETACHED 

5EMI-DETACHID/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
b * Sty 
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RULES AND REGULATIONS 







LOUISVILLE 

AREA OFFICE 

, XT 


REGION 

IV - 

ATLANTA 

ARIA OFFICE LOUISVILLE, 

KY. 


REGION 

IV - ATLANTA 

















MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 


MARKET ARIA 

STRUCTURE TYPE 

NUMBER OF REDR 

OOHS 





0 


I 2 

• 

A or aora 




0 


ri 

L^ 

6 or aora 



LOUISVILLE 

DETACHED 

- 


341 

03 

491 

• 

FRANKFORT 

DETACHED 



379 

451 

510 




SEMI-DETACHED/ROW 

- 

277 

323 

409 

458 



SEMI-DETACHED/ROW 

- 

287 

360 

427 

479 




WALKUP 

237 

268 

316 

379 

417 



WALKUP 

235 

265 

338 

399 

440 




ELEVATORS-* Sty 

249 

280 

328 

- 

- 



ELEVATOR-2-6 Sty 

251 

280 

352 

- 

- 




5 ♦ Sty 

308 

349 

410 

® 

“ 



5 . Sty 

302 

335 

425 


“ 



ASHLAND 

DETACHED 

- 

* 

361 

410 

464 



DETACHED 









SEMI-DETACHED/ROW 

. 

292 

340 

387 

435 



SEMI-DETACHED/ROW 









WALK UP 

239 

269 

314 

354 

391 



WALKUP 









ELI VA TOR -2 - 4 Sty 

255 

284 

327 

- 

- 



ELE VA TOR-2-4 Sty 









5 ♦ Sty 

316 

352 

415 

" 

“ 



5 . Sty 








BOWLING GREEN 

DETACHED 

- 

- 

—315 

TT7- 

—m- 



DETACHED 









SEMI-DETACHED/ROW 

- 

275 

331 

375 

444 



SOU-DETACH ED/ROW 









WALKVP 

216 

246 

302 

365 

400 



WALKUP 






s 



ELEVATOR-2*4 Sty 

227 

260 

316 

- 

- 



ELEVATOR-2-4 Sty 









5 . Sty 

280 

324 

398 

• 

“ 



5 - Sty 








"CUKBIN- 

"DETaChMJ 

- 

- 

384 1 

4bl 

516 



b^TACHlto- 









SEMI-DETACHED/ROW 

- 

293 

366 

4 35 

485 



SEMI-DETACHED/ROW 









WALKUP 

234 

265 

338 

399 

439 



WALKUP 









ELEVATOR-2-4 Sty 

5 - Sty 

250 

312 

280 

348 

352 

4 39 

” 

• 



ELEVATOR-2-4 Sty 
5 ♦ Sty 








COVINGTON 

DETACHED 

- 

- 

367 

438 

504 



DETACHED 









SEMI-DETACHED/ROW 

- 

299 

344 

402 

460 



SEMI-DETACHED/ROW 









WALKUP 

233 

269 

314 

365 

411 



WALKUP 









ELEVAI0R-2-4 Sty 

245 

284 

327 

- 

- 



ELEVATOR-2-4 Sty 









S . Sty 

306 

349 

411 

“ 

“ 



5 - Sty 








HOPKINSVILLE 

DttACHED 

- 

- 

35$ 

"J79— 

—m - 



DETACHED 









SEMI-DETACHED/ROW 

- 

294 

341 

380 

428 



SEMI-DETACHED/ROW 









WALKU? 

236 

264 

308 

350 

402 



WALKUP 









ELEVATOfl-2-4 Sty 

5 - St, 

252 

293 

278 

342 

* 321 
404 


- 



ELEVATOR-2-4 Sty 

5 . Sty 







AREA OFFICE LOUISVILLE 

. KX 


REGION 

rv - 

ATLANTA 

AREA C 

►FFTCE JACKSON, MISS. 


REGION 

IV - ATLANTA 

















market area 

STRUCTURE TYPE 



NUMBER 

Of BEDROOMS 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 




* 

0 

r~ 

r~ 

rr 

j 4 or aora 




0 

| 1 

UJ 

LU 

| 4 or aora 



LEXINGTON 

DETACHED 

- 


379 

77T“ 

486 


JACKSON 

DETACHED 

— 

— 

342 

420 

466 




SEMI-OETACHED'ROW 

- 

318 

363 

410 

459 



SEMI-OETACHED/ROW 

267 

289 

328 

405 

448 




WALKU? 

235 

265 

338 

399 

432 



WALKUP 

258 

282 

327 

402 

438 




ELEVATOR -2 -4 St> 

247 

276 

352 

. 

. 



ELEVATOR-2-6 sty 

341 

373 

441 

— 

— 




5 - Sty 

304 

345 

432 

- 

“ 



5 . 5ty 

350 

381 

451 

"— 

— 



MIDOLESBORO 

DETACHED 


- 

3$ 3 

458 

-T59- 


BILOXI 

DETACHED 

— 

— 

292 

344 

390 




3EMI-DETACHED/ROW 


302 

374 

433 

469 



SEMI-DETACHED/ROW 

227 

242 

282 

336 

376 




WALKUP 

236 

265 

338 

399 

439 



WALKUP 

22 7 

241 

282 

336 

373 




ELEVATOR-2-4 Sty 

246 

280 

352 

. 

. 



ELEVATOR-2-6 Sty 

305 

329 

3*2 

— 

— 




5 • Sty 

308 

347 

438 

- 

- 



5 • Sty 

317 

339 

404 





MURRAY 

DETACHED 

“ 

- 

TCT 

~m— 

-TC5- 


CORINTH 

DETACHED 

— 

— 

287 

365 

411 




SCTI-DETACHED/ROW 

- 

304 

346 

391 

438 



SEMI-DETACHED/ROW 

211 

234 

274 

347 

388 




WALKUP 

241 

274 

314 

354 

420 



WALKUP 

202 

232 

274 

347 

385 




ELEVATOR-2-4 Sty 

25S 

289 

331 

m 

_ 



ELEVATOR-2-6 Sty 

283 

319 

384 

— 

— 




5 . Sty 

312 

357 

416 

- 

- 



5 ♦ Sty 

293 

329 

395 


" ” ” 



NEWPORT 

DETACHED 

~ 

• 

376 

442 

500 


GREENVILLE 

detached 

-— 

— 

53ft 

368 

469 




SQll-DETACH ID/ROW 

“ 

303 

351 

404 

457 



SEMI-OETACHED/ROW 

237 

261 

316 

345 

388 




WALKUP 

233 

269 

314 

363 

401 



WALKUP 

223 

252 

315 

342 

378 

.... 



ELEVATOR-2-4 Sty 

249 

284 

328 

- 

« 



ELE VATOR-2-6 Sty 

304 

339 

423 

— 

— 




5 • Sty 

311 

351 

416 

• 

• 


. 

5 ♦ Sty 

311 

348 

433 


MM 



OWENSBORO 

DETACHED 

- 

- 

—vn 

-m— 

- m - 


GREENWOOD 

DETACHED 

— 

— 

301 

341 

390 




SEMI-DETACHED/ROW 

- 

321 

366 

401 

446 



SEMI-DETACHED/ROW 

232 

256 

301 

332 

372 




WALKU? 

214 

238 

344 

370 

404 



WALKUP 

224 

254 

301 

332 

369 




ELEVA TOR-2-4 Sty 

22S 

252 

356 

- 

- 



ELEVATOR-2-4 Sty 

304 

340 

409 

— 

— 




5 • Sty 

285 

313 

441 

” 

" 



5 ♦ Sty 

312 

349 

420 


• --- 



PADUCAH 

DETACHED 

“ 

- 

333 

413 

467 


GULFPORT 

DETACHED 

— 

— 

292 

TTT 

“590 




SEMI-DETACHED/ROW 

- 

280 

318 

392 

435 



SEMI-DETACHED/ROW 

227 

242 

282 

336 

376 




WALKUP 

230 

259 

298 

367 

400 



WALKUP 

227 

241 

282 

336 

373 




ELEVATOR-2-4 Sty 

245 

273 

310 

- 

- 



ELEVATOR-2-4 Sty 

305 

329 

392 

— 

— 




5 * Sty 

300 

330 

184 

~ 

** 



5 ♦ Sty 

317 

339 

404 

— 

— 


( *’ 


* 
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RU1ES AND RESULATfiOKS 25615 


AREA 0FF1C8 JACKSON, MISS. _ RECIOM IV - ATLANTA 


MARKET ARIA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 J I | 2 J 3 | * or aor« 

HATTIESBURG 

DETACHED 

SEMI-DEIACHED/ROW 

WALK UP 

ELEVATOR-? .4 Sty 
5 * Sty 

-- 305 357 399 

204 228 283 334 377 

193 221 282 331 367 

275 308 390 --. 

281 317 402 -- 

SOUTHAVEN 

DETACHED 

semi-dktached/row 

WALEUP 

ELEVATOR .2-4 Sty 
5 * Sty 

”216 265 539 359 404 

214 256 339 348 386 

210 2S4 308 348 386 

2B4 334 406 - - 

291 343 417 -- 

TUPELO 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

287 365 411 

214 234 274 347 388 

202 232 274 347 385 

285 319 384 

291 326 390 -- 


'FtaM- 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVAIOR-2-4 Sty 
5 . Sty 



DETACHED 

SDil-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

_ 



opncs GREENSBORO, N.C. R£CUW IV “ ATLANTA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 A or more 

4INSTON - 
SALEM 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sly 
5 * Sty 

- - 300 366 417 

210 250 290 350 400 

210 250 290 350 400 

230 270 310 -- 

253 295 344 - ™ 

FAYETTEVILLE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVAIOR-2-4 Sty 
5 • Sty 

- - 299 353 403 

205 240 285 330 380 

205 240 285 330 380 

225 260 305 -- 

258 295 344 -- 

WILMINGTON 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR.2-4 Sty 

5 . Sty 

™- 212 373 424 

205 235 280 33S 390 

205 235 280 335 390 

22S 255 300 -- 

257 295 344 -- 


DETACHED 

SEM1-0ETACNED/ftOW 

WALKUP 

ELEVAIOR-2-4 Sty 

5 . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-* Sty 

5 • Sly 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVA TOR-2-4 Sty 

5 . Sly 

• 


omc£ GREENSBORO, N.C. «GIOK IV " ATLANTA 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



0 

1 1 

7^ 


| 4 or aor« 

GREENSBORO 

DETACHED 

_ 


319 

383 

433 





SEMI-DETACHED/ROW 

215 

250 

290 

355 

410 


WALKUP 

215 

250 

290 

355 

410 


ELEVATOR-2-4 Sty 

235 

270 

310 

— 

— 


5 • Sty 

253 

295 

344 

— 

— 

ASHEVILLE 

DETACHED 

— 

— 

29S 

370 

425 


SEMI-DETACHED/ROW 

205 

245 

285 

350 

405 


WALKUP 

205 

245 

285 

350 

405 


EL£ VAT OR-2-4 Sty 

225 

265 

305 

_ 

_ 


5 • Sty 

253 

295 

344 

— 

— 

CHARLOTTE 

bitACHED 

_ 

_ 

309 

364 

414 





SEMI-DETACHED/SOW 

205 

240 

280 

340 

390 


WALKUP 

205 

240 

280 

340 

390 


ELEVATOR-2-4 Sty 

225 

260 

300 

— 

_ 


5 . Sty 

254 

295 

344 

— 

— 

DURHAM 

“B'rfAcliES- 

— 

— 

293 

352 

406 


SEMI-DETACHED/ROW 

200 

235 

280 

335 

385 


WALKUP 

200 

235 

280 

335 

385 


ELEVATOR-2-4 Sty 

220 

255 

300 

— 

-• 


5 . Sty 

253 

295 

344 

— 

— 

GREENVILLE 

DETACHED 

— 

— 

290 

340 

390 


SEMI-DETACHED/ROW 

200 

235 

275 

325 

375 


WALKUP 

200 

235 

275 

325 

375 


ELE VA TOR-2-4 Sty 

220 

255 

295 

— 

— 


5 - Sty 

262 

295 

344 

— 

— 

RALEIGH 

DETACHED 

— 

— 

321 

397 

446 


SEMl-DETACHED/ROW 

220 

255 

295 

360 

415 


WALKUP 

220 

255 

29S 

360 

415 


ELEVATUfi-2-4 Sty 

240 

275 

315 


, . 


5 - St, 

253 

295 

344 

— 

— 


OFFICE COLUMBIA, S. C. • REGION IV - ATLANTA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


■I'l-I’ 

4 or aor« 

GREENVILLE 

DETACHES 

SEMI-DETACHES/ROW 

WALKUP 

Elevator- 2-4 st> 

5 • Sty 

255 280 310 370 425 

250 275 305 36S 420 

240 265 295 355 410 

250 290 345 - 

260 300 355 

GREENWOOD 

DETACHED 

SQ1I-DETACHED/ROW 

WALKUP 

ELEVATOR-2-** Sty 
5 . Sty 

265 275 305 355 395 

250 270 300 350 390 

240 260 290 340 380 

250 290 345 

260 300 355 

MYRTLE BEACH 

DETACHEO 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
S * Sty 

255 280 IT? 375 443 

250 275 310 365 435 

240 265 300 355 425 

250 290 345 

260 300 355 


DETACHED 

SEMI-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 

5 «* Sty 

255 275 310 355 405 

250 270 305 350 400 

240 260 295 340 390 

2S0 290 345 

260 300 355 

ORANGEBURG 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

255 275 310 355 400 

250 270 305 350 395 

240 260 295 340 38S 

250 290 345 

260 300 355 

ROCXHILL 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 9ty 

L-LiiL 

255 275 310 353 405 

250 270 305 350 400 

240 260 295 340 390 

250 290 345 

260 300 355 
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RULES AND REGULATIONS 


AREA OFFICE COLOMBIA. S. C. _ RE Cl ON IV - ATLANTA 


market area 

STRUCTURE TYPE 



NUMBER 

Of BEDROOMS 

0 ! 

1 * 

1 1 

1 ’ 

I 4 or sore 

COLUMBIA 

DETACHED 

255 

275 

310 

360 

405 


SEMI-DETACHED/ROW 

250 

270 

30S 

355 

400 


WALKUP 

240 

260 

295 

345 

390 


CLEVATOH-2.4 5c> 

250 

290 

345 

- 

- 


5 • Sty 

260 

300 

3S5 

“ 

" 

AIKEN 

DETACHED 

255 

275 

310 

355 

405 


SEMI-DETACHED/ROW 

250 

270 

305 

350 

400 


WALKUP 

240 

260 

295 

340 

390 


ELEVATOR-2-4 Sty 

250 

290 

345 

- 

- 


5 ► StJ 

260 

300 

355 

” 

” 

ANDERSON 

DETACHED 

265 

275 

305 

3S5 

395 


SEMI-DETACHED/ROW 

250 

270 

300 

350 

390 


WALKG? 

240 

260 

290 

340 

380 


ELEVATOR-2-4 Sty 

250 

290 

345 

- 

- 


S . Sty 

260 

300 

355 

“ 

• 

BEAUPORT 

bETACHEO 

255 

280 

315 

370 

440 


SEMI-DETACHED/ROW 

250 

275 

310 

365 

435 


UAIJCU? 

240 

265 

300 

3S5 

425 


ELEVATOR-2-4 Sty 

250 

290 

345 

- 

- 


5 , Sty 

260 

300 

355 

” 


CHARLESTON 

DETACHED 

255 

280 

315 

370 * 

440 


SEMI-DETACHED/ROW 

250 

27S 

310 

365 

439 


WALKUP 

240 

265 

300 

355 

425 


ELEVATOR.2-4 Sty 

250 

290 

345 

- 

- 


* - Sty 

260 

300 

355 

“ 

• 

FLORENCE 

DETACHED 

255 

275 

no 

153 



SEMI-DETACHED/ROW 

250 

270 

305 

350 

395 


WALKUP 

240 

260 

295 

340 

385 


ELEVATUR-2-4 Sty 

250 

290 

*345 

- 

- 


5 • Sty 

260 

300 

355 

—— 


AREA OFFICE COLUMBIA, 

S. C. 


REGION 

IV - 

ATLANTA 


market area 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 [ 2 | 3 | 4 or eora 

SPARTANBURG 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR -2-4 Sty 
5 . Sty 

255 280 310 370 425 

250 275 305 365 420 

240 265 295 355 410 

250 290 345 

260 300 355 


DETACHED 

SOU-DETACH ED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
• 5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR.2-4 Sty 
3 * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELE VA TOR-2-4 Sty 

5 • Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR.2-4 Sty 

5 . Sty 



"SttACRffi- 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

S . Sty 



OFFICE KNOXVILLE, TEMN. _ REGION IV - ATLANTA 


market area 

STRUCTURE TYPE 



NUMBER OF 

BEDROOMS 


* 

□ 

| 1 

1 2 1 


4 or sort 


DETACHED 



330 

390 

420 

KNOXVILLE 

SEMI-DETACHED/ROW 

— 

255 

315 

380 

410 


WALKUP 

225 

245 

305 

365 

395 


ELEVATOR-2.4 Sty 

250 

270 

325 

— 

— 


5 - Sty 

270 

300 

350 


““ “ 

CHATTANOOGA 

DETACHED 

— 

— 

310 

370 

400 


SEMI-DETACHED/ROW 

— 

270 

30S 

365 

395 


WALKUP 

240 

260 

290 

350 

360 


ELEVATOR-2-4 Sty 

265 

285 

330 

— 

— 


5 * Sty 

290 

310 

350 

— 

— 

JOHNSON CIT3 

DETACHED 

— 

— 

290 

345 

370 


SEMI-DETACHED/ROW 

— 

240 

280 

335 

360 


WALKUP 

210 

230 

265 

320 

345 


ELEVATOR-2-4 Sty 

230 

2S5 

290 


— 


5 • Sty 

255 

280 

315 


—- 

KINGSPORT 

DETACHED 

— 

— 

290 

345 

370 


SEMI-DETACHED/ROW 

— 

240 

280 

335 

360 


WALKUP 

210 

230 

265 

320 

345 


ELEVATOR-2-4 Sty 

230 

2S5 

290 

— 

— 


5 • Sty 

2S5 

280 

315 

— 

— 

OAKRIDGE 

DETACHED 

— 

— 

330 

390 

“423 


SEMI-DETACHED/ROW 

— 

255 

315 

380 

410 


WALKUP 

225 

245 

305 

365 

395 


ELEVATOR-2-4 Sty 

2S0 

270 

325 

— 

— 


5 . Sty 

270 

300 

350 

—- 

-— 


“DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 • Sty 





• 


INSURING OFFICE MEMPHIS, TENM. _ REGION IV - ATLANTA 


MARKET AREA 

STRUCTURE TYPE 

NUMBER Or BEDROOMS 

0 j l | 2 | 3 | 4 or more 

MEMPHIS 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

-- 350 399 457 

286 312 350 393 426 

209 234 284 333 364 

261 297 355 - 

293 330 396 -- 

JACKSON 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELE VATOR-2-4 Sty 
5 • Sty 

- ... 265 322 368 

202 230 270 316 359 

193 220 266 304 343 

239 276 328 -- 

264 302 359 

UNION CITY 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2.4 Sty 
5 * Sty 

-- 284 315 351 

208 236 283 315 351 

198 232 278 313 348 

259 291 343 - 

299 340 397 -- 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

J * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

- 


SeYachjlb 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 * Sty 
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RULES AND REGULATIONS 
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ISSURINC OFFICE NASHVILLE. TSMN. _ RECIOM XV - ATLANTA INSURING OFFICE SPRINGFIELD. ILL. _ RECTO* V - CHICAGO 


MARKET AREA 

STRUCTVU TWE 



NUM3ER OF BEDROOMS 



0 1 

1 1 

T r l 

1 1 1 

4 or aore 


DETACHED 



405 

458 

516 

SPRINGFIELD 

SEMI-DETACHED/’aOV 

— 

337 

384 

437 

490 


WALKVF 

289 

316 

379 

432 

481 


ELEVATOft-2-4 Sty 

299 

334 

397 

— 

— 


S • Sty 

345 

381 

449 

— 

— 


DETACHED 

— 

— 

365 

421 

483 

BELLEVILLE 

SEMI-DETACHED/ROW 

— 

284 

343 

397 

456 


WALKCP 

238 

275 

338 

392 

443 


ELEVAIQR-2-* Sty 

256 

292 

355 

_ 

_ 


S ♦ Sty 

291 

327 

403 

— 

— 


DETACHED 


— 

188 

444 

504 

CARBONDALE 

SEMI-DETACHED/SOW 

— 

301 

367 

420 

478 


WALKUP 

253 

292 

362 

412 

459 


ELEVATOR-2-4 Sty 

276 

310 

380 

_ 

_ 


5 • Sty 

315 

349 

432 

— 

— 


DETACHED 

— 

— 

385 

439 

497 

CHAMPAIGN 

SEMI-DETACHED/ROW 

— 

304 

363 

417 

472 


WALKUP 

258 

293 

359 

411 

459 


ELEVATOR-2-4 Sty 

277 

310 

376 

— 

— 


5 * Sty 

313 

347 

426 

— 

— 


DETACHED 

— 

— 

416 

472 

512 

DANVILLE 

SBMI-DETACHED/ROW 

— 

337 

395 

448 

503 


WALKUP 

288 

324 

390 

443 

493 


ELEVATOR.2-4 Sty 

311 

346 

412 

_ 

— 


5 - Sty 

3*4 

380 

460 

— 

— 

EAST 

ST. LOOTS 


— 

— 

356 

413 

475 

SEMI-DETACHED/ROW 

— 

280 

334 

389 

448 


WALKUP 

233 

271 

330 

384 

435 


ELEVATOR-2-4 Sty 

254 

291 

350 

— 

— 


5 * Sty 

2<»8 

336 

411 

— 

— 


MARKET AREA 

STRUCTURE ITPE 

NUMBER OF BEDROOMS 

| 1 | 2 | 3 | 4 or sore 

NASHVILLE 

DETACHED 

SEMI-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

-- 348 397 434 

2S0 288 378 420 

210 240 282 378 414 

225 270 315 - 

240 300 345 

CLARKSVILLE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ElEVATOR- 2-4 Sty 
5 - Sty 

-- 330 377 412 

- 216 288 368 391 

175 216 264 330 357 

195 240 285 - - 

216 270 310 - 

COLUMBIA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
.5 ♦ Sty 

— - 330 377 412 

- 217 288 370 39S 

175 217 260 348 380 

195 240 285 -- 

216 270 310 -- 


SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-'4 Sty 

5 . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



deta6ied 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 



AREA OFFICE CHICAGO. ILL. _ REGION V - CHICAGO 


MARKET AREA 

STRUCTURE TTPE 



NUMBER Of BEDROOMS 



0 

| ‘ 

1 2 1 

1 ’ 1 

4 or i3or« 


DETACHED 

__ 

- 

600 

632 

736 

CHICAGO 








SEMI-DETACHED/ROM 

— 

463 

508 

553 

620 


WALKUP 

128 

361 

435 

527 

549 


ELEVATOR-2-4 Sty 

336 

370 

445 

538 

_ 


5 ♦ Sty 

398 

457 

567 

— 

— 


DETACHED 

_ 

_ 

547 

578 

644 

MOLINE 








SEMI-DETACHED/RDM 

— 

443 

469 

529 

558 


WALKUP 

324 

355 

427 

511 

540 


ELEVATOR-2-4 Sty 

332 

364 

437 

__ 

_ 


5 - Sty 

374 

412 

525 

— 

— 


DETACHED 

_ 

_ 

461 

492 

557 

ROCKFORD 








SEMI-DETACHED/ROW 

— 

396 

419 

439 

469 


WALKUP 

274 

303 

361 

418 

447 


ELEVATOR-2-4 Sty 

282 

312 

371 

_ 

_ 


5 . Sty 

325 

361 

426 

— 

— 


DETACHED 

_ 

_ 

547 

578 

644 

ROCK ISLAND 







SEMI-DETACHED/ROU 

— 

443 

469 

529 

558 

• 

WALKUP 

324 

355 

427 

511 

540 


ELEVATOR-2-4 Sty 

332 

364 

437 

_ .. 



5 * Sty 

374 

412 

525 

— 

— 


DETACHED 

_ 


443 

472 

536 

STERLING 








SEMI-DETACHED/ROW 

— 

389 

412 

432 

461 


WALKU? 

274 

304 

360 

415 

444 


ELEVATOR-2-4 Sty 

282 

3L3 

370 

_ 

_ 


5 - Sty 

319 

356 

428 

—■ 

— 


SEMI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 

5 • Sty 







INSURING OFFICE SPRINCFIFUV ILL, _ RECICN u - CHKAW 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

D | 1 | 2 | 3 | 4 or moro 

LASALLE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

- - 394 433 516 

- 311 372 428 489 

256 293 336 410 459 

276 311 374 - - 

319 356 435 - - 

QUINCY 

DETACHED 

SEMI-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

- - 350 403 462 

- 280 329 382 436 

235 270 324 376 424 

254 29 1 342 - - 

289 324 391 - - 

PEORIA 

DETACHED 

SBlI-DETACRED/ttOU 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

— - 436 493 3 52 

- 356 413 468 527 

311 348 410 464 513 

332 367 429 - - 

369 406 481 - - 


d^YaWed 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 



"dEYacHS 

SDl I-DETACH ED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 

5 • Sty 
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25618 


RULES AND REGULATIONS 


OFFICE INDIANAPOLIS..ISP._REGION Y,.r CHICAGO. 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROCKS 



0 


1 2 1 

I J 1 

4 or sore 


DETACHES 

_ 

___ 

422 

502 

541 

INDIANAPOLIS 

SEMI-DETACHED/ROW 

— 

274 

335 

409 

446 


WALKUP 

238 

269 

326 

405 

— 


ELEVATOR-2-4 Sty 

257 

289 

366 

_ 

_ 


5 . Sty 

305 

338 

421 

— 

— 


DETACHED 

_ 

_ 

407 

441 

484 

BLOOMINGTON 

SEMI-DETACHEO/ROW 

— 

253 

330 

360 

392 


WALKUP 

219 

248 

320 

353 

— 


ELEVATOR-2-4 Sty 

239 

268 

360 

_ 

_ 


5 ♦ Sty 

285 

119 

413 

— 

— 


DETACHED 

_ 

— 

416 

452 

494 

EVANSVILLE 

• 






SBU-DETACHED/ROU 

— 

272 

349 

380 

411 


WALKUP 

238 

262 

330 

365 

— 


ELEVATOR-2-4 Sty 

258 

282 

371 


_ 


S ¥ Sty 

300 

332 

421 

— 

— 

FORT WAYNE 

Detached 

~ 

— 

424 

460 

504 

SEMI DETACH ED/ROW 

— 

280 

341 

376 

412 


WALKUP 

240 

27i 

320 

357 

— 


ELE VATOR -2-4 Sty 

S - Sty 

260 

VI* 

291 

■tin 

361 

&I0 

_ 


GARY 

DETACHED 



453 

496 

535 

SEMI-DETACHED/ROW 

— 

315 

379 

423 

451 


WALKUP 

279 

307 

365 

406 

— 


ELEVATOR-2-4 Sty 

299 

328 

406 

— 

— 


5 * Sty 

349 

385 

466 

— 


HAMMOND 

DETACHED 

— 


461 

506 

548 

SEMI-DETACHED,'BOW 

— 

318 

377 

421 

457 


WALKUP 

277 

307 

365 

406 

_ 


ELEVATOR-2-4 Sty 

297 

328 

406 

— 

— 


5 ♦ Sty 


- 375 

«7 


— 


AREA OFFICE KIMII. MIflL_ «««* V--. CHimai 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



0 

1 1 


p 

j 4 or aore 


DETACHED 



456 

489 

515 

DETROIT 







SEMI-DETACHED/ROW 

— 

393 

421 

448 

489 


WALKUP 

271 

311 

375 

414 

441 


ELEVATOR-2-4 Sty 

293 

348 

389 




5 ♦ Sty 

314 

379 

467 

— 

— 


DETACHED 

_ 


456 

489 

515 

ANN ARBOR 







SEMI-DETACHED/ROW 

— 

393 

421 

448 

489 


WALKUP 

271 

311 

375 

414 

441 


ELEVATOR-2-4 Sty 

293 

348 

384 

. 



5 ♦ Sty 

314 

179 

467 

— 

— 


DETACHED 

_ 

_ 

418 

450 

476 

FLINT 

SEMI-DETACHED/ROW 

— 

317 

381 

424 

415 


WALKUP 

246 

294 

344 

387 

413 


ELEVATOR-2-4 Sty 

278 

331 

370 

_. 

.. 


5 ♦ Sty 

298 

360 

444 

— 

— 


DETACHED 

_ 

_ 

419 

450 

476 

SAGINAW 






SEMI-DETACHED/ROW 

— 

317 

381 

424 

455 


WALKUP 

246 

294 

344 

387 

All 


ELEVATOR-2-4 Sty 

278 

331 

370 

. . . 

_ 


5 ♦ Sty 

298 

3*0 

444 

— 

_ 


DETACHED 

_ 

_ 

456 

489 

515 

YPSILANTI 







SEMI-DETACHED/ROW 

— 

393 

421 

446 

489 


WALKUP 

271 

311 

375 

414 

441 


ELEVATOR-2-4 Sty 

293 

348 

389 


, , 


5 ♦ Sty 

314 

379 

467 

— 

_ 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 • Sty 





• 


AREA OFFICE INDIANAPOLIS. IND. _ RECION V - CTICACO _ ISSUING OFFICE GRAND RAPIDS. MICH. _ REGION V - fiMiruM 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


MARKET area 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 


vn 

PI 

4 or oore 




0 


P 

r* 

4 or sore 


DETACHED 

_ 

_ 

417 

460 

499 



DETACHED • 

_ 


400 

442 

462 

LAFAYETTE 

SEMI-DETACHED/ROW 

— 

284 

332 

373 

402 


GRAND PAP IDS 

SEMI-DETACHED/ROW 

— 

323 

3*7 

403 

421 


WALKUP 

250 

281 

329 

365 

— 



WALKUP 

213 

247 

305 

354 



ELEVATOR-2-4 Sty 

270 

302 

370 

_ 

_ 



ELEVATOR-2-4 Sty 

268 

305 

333 

_ 

. 


5 - Sty 

318 

351 

416 

— 

— 



5 • Sty 

286 

325 

358 

— 

— 


DETACHED 

_ 

_ 

457 

501 

541 



DETACHED 


... 

287 

438 

459 

SOUTH BEND 

SEMI-DETACHED/ROW 

— 

310 

376 

*10 

445 


BATTLE CREEK 

SEMI-DETACHED/ROW 

— 

316 

358 

399 

417 


WALKUP 

274 

305 

371 

*07 

— 



WALKUP 

238 

241 

298 

339 



ELEVATOR-2-4 Sty 

294 

326 

412 

_ 

. 



ELEVATOR-2-4 Sty 

261 

298 

327 

_ 

_ 


5 * Sty 

340 

375 

4S8 

_ 

_ 



5 • Sty 

270 

319 

353 

_ 

_ 

TERRI HAUTE 

DETACHED 



*13 

*59 

500 


BENTON HARBOR 

DETACHED 

— 

— 

376 

430 

*65 

SEMI-DCTACHED/ROW 

— 

285 

329 

369 

401 



SEMI-DETACHED/ROW 

— 

299 

330 

430 

465 


WALKUP 

246 

277 

325 

363 

— 



WALKUP 

226 

260 

287 

347 

— 


ELEVATOR-2-4 5ty 

267 

298 

366 

— 

— 



ELEVATOR-2-4 Sty 

249 

286 

315 


. . 


5 - Sty 

316 

348 

414 

— 

— 



5 • Sty 

266 

307 

342 

— 

— 


bfcTACHED 







KALAMAZOO 


— 

— 

387 

439 

459 


SEMI-DETACHED,'ROW 







SEMI-DETACHED/ROW 

— 

316 

353 

199 

*17 

* 

WALKUP 








WALKUP 

209 

246 

298 

3*3 

_ 


ELE VAT OR-2-4 Sty 








ELEVATOR-2-4 Sty 

261 

298 

327 


_ 


5 • 5ty 








5 • Sty 

279 

319 

353 

_ 

_ 


DETACHED 







LANS TNG 

DETACHED 

— 


396 

448 

468 


SEMI-DETACHED/ROW 







SEMI-DETACHED/ROW 

— 

267 

334 

393 

428 


WALKUP 








WALKUP 

220 

239 

306 

.371 

— 


ELEVATOR-2-4 Sty 








ELEVATOR-2-4 Sty 

257 

303 

364 

— 

_ 


5 * Sty 








5 - Sty 

265 

319 

387 

— 

_ 


"detaSTS- 







MUSKEGON 

“dEta£HE5-*■ 

— 

_ 

374 

426 

446 


SEMI-DETACHED/ROW 







SOU-DETACHED/ROW 

— 

305 

341 

387 

404 



WALKUP 








WALKUP 







ELEVATOR-2-4 Sty 








ELEVATOR-2-4 Sty 

204 

249 

!2S 

in 

363 

— 


5 • Sty 








5 - Sty 

267 

307 

341 

— 

— 
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RULES AND REGULATIONS 


25619 


IRSUltNG omCE GRAND RAPIDS. MICH. _ REGION V - CHICAGO 


MAJtXET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 | 1 | 2 j 3 j A or mot « 

TRAVERSE CITT 

DETACHED 

SEMI-0ETACRED/ROV 

WALKUP 

ELEVATOH-2-4 Sty 
5 - Sty 

- - U7 503 525 

— 373 412 463 481 

252 286 354 399 - 

313 353 384 - - 

332 375 412 - - 

MARQUETTE 

DETACHED 

SEMI-DETACHED/ROW 

WALK UP 

ELEVAT0R-2-A Sty 
5 ♦ Sty 

- - 411 467 490 

- 336 377 427 447 

208 248 317 366 - 

231 273 350 - - 

257 300 379 - - ^ 

JACKSON 

DETACHED 

SEIHI-DETACHED/ROW 

WALKU? 

ELEVAIOR-2-4 Sty 
S ♦ Sty 

- - 438 490 512 

- 318 360 418 443 

242 278 347 395 - 

266 300 373 - - 

280 315 395 - - 


"MtAfflg- 

SEMI-OETACHED/KOW 

WALKUP 

ELE VA TOR-2-4 Sty 

5 • Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2--* Sty 
5 . Sty 



“MTaCSED 

SBU-DETACHED/ROW 

WALKU? 

ELEVATOR-2-A Sty 
5 • Sty 

• 


INSURING OFFICE CINCINNATI. OHIO RECION V - CHICAGO 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEOROOMS 

• 

0 | 1 | 2 | 3 | 4 or «or« 

CINCINNATI 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 * Sty 

- - 519 568 594 

- 363 425 480 510 

250 289 151 410 440 

255 295 360 435 455 

366 428 547 - - 

DAYTON 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 • Sty 

- - 509 56 1 597 

- 34 2 404 47 * 505 

>02 337 387 455 485 

305 340 395 470 500 

413 475 581 - - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELE VA IOR -2-6 Sty 
5 - Sty 



btxszm - 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 • Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 * Sty 



SZMI-OrtACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 * Sty 



AREA OFFICE MINNEAPOLIS, HTRN. _ REGION V - CHI CAPO 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



o 


N 

m 

• or sore 


DETACHED 

_ 

_ 

497 

539 

554 

MINNEAPOLIS— 







ST. PAUL 

SEMI-DETACHED/ROW 

— 

363 

408 

448 

489 


WALKUP 

232 

285 

332 

417 

438 


ELEVATOR-2-6 Sty 

281 

327 

407 

429 

*50 


5 * Sty 

310 

360 

448 

— 

— 


DETACHED 

_ 

_ 

472 

51* 

532 

DULUTH 

SEMI-DETACHED/ROW 

— 

385 

433 

475 

521 


WALKUP 

234 

305 

399 

442 

464 


ELEVATOR-2-6 Sty 

290 

333 

421 

452 

473 


5 . Sty 

319 

367 

464 

— 

— 

MANKATO 

DETACHED 

— 

— 

457 

498 

540 

SEMI-DETACHED/ROW 

— 

350 

395 

*35 

478 


WALKU? 

239 

265 

342 

392 

413 


ELEVATOR-2-4 Sty 

283 

320 

404 

429 

454 


5 - Sty 

312 

353 

445 

— 

— 


"BetacSB- 

_ 

_ 

443 

491 

507 

ROCHESTER 

SEMI-DETACHED/ROW 

— 

353 

396 

444 

468 


WALKUP 

232 

273 

342 

394 

417 


ELEVATOR-2-4 Sty 

285 

328 

392 

417 

442 


5 - Sty 

114 

361 

432 

— 

— 

ST. CLOUD 

DETACHED 

— 


461 

500 

516 

SEMI-DETACHED/ROW 

— 

350 

395 

435 

*76 


WALKUP 

232 

255 

314 

401 

422 


ELEVATOR-2-4 Sty 

278 

319 

402 

427 

454 


5 ♦ Sty 

306 

351 

443 

— 

— 


DETACHED 

— 

— 

445 

486 

501 

WORTHINGTON 

SEMI-DETACHED/ROW 

— 

346 

391 

431 

438 


WALKUP 

237 

247 

290 

391 

411 ^ 


ELEVATOR-2-4 Sty 

287 

319 

402 

427 

454 


5 * Sty 

316 

-Ml 

443 

— 

— 


INSURING OFFICE n rvrt at:i ohm _ REGION y 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


• 

0 1 


JjJ 

m 

4 or *or« 


DETACHED 

— 


*98 

543 

592 

CLEVELAND 

SEMI-DETACHED/ROW 

— 

351 

409 

*30 

497 


WALKUP 

292 

324 

376 

423 

461 


ELEVATOR-2-6 Sty 

312 

345 

401 

_ 

_ 


5 * Sty 

356 

391 

461 

— 

— 


DETACHED 

— 

— 

457 

*95 

538 

AKRON 

SEMI-DETACHED/ROW 

— 

339 

390 

429 

477 


WALKUP 

281 

313 

360 

404 

443 


ELE VATOR-2-6 Sty 

300 

333 

38* 

— 

— 


5 • Sty 

341 

374 

43/ 

— 

— 


DETACHED 

— 

— 

401 

437 

*78 

FINDLAY 

SEMI-DETACHED/ROW 

— 

288 

348 

38* 

429 


WALKUP 

234 

264 

319 

362 

397 


ELEVATOR-2-6 Sty 

252 

283 

342 

— 

— 


5 * Sty 

293 

324 

395 

— 

— 

LORAIN 

TeYached 

— 

— 

435 

474 

517 

SEMI-DETACHED/ROW 

— 

311 

372 

409 

455 


WALKUP 

256 

286 

342 

387 

423 


ELEVAIOR-2-4 Sty 

276 

307 

367 

_ 

_ 


5 - Sty 

119 

351 

422 

— 

— 


DETACHED 

— 

— 

394 

432 

473 

MANSFIELD 

SEMI-DETACHED/ROW 

— 

285 

339 

376 

421 


WALKUP 

232 

261 

312 

356 

392 


ELEVATOR-2-4 Sty 

250 

281 

335 

_ 

_ 


5 • Sty 

292 

325 

391 

— 

— 

TOLEDO 

DETACHED 

— 

— 

471 

504 

548 

SOU-DETACHED/ROW 

— 

335 

395 

434 

481 


WALKUP 

277 

308 

364 

410 

447 


ELEVATOR-2-4 Sty 

297 

329 

389 

— 

— 


5 ♦ Sty 


IZfr, 

iifc- 

— 
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25620 


RULES AND REGULATIONS 


INSURING OFFICE CLEVELAND. OHIO _REGION V - CHICAGO 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

| l [ 2 | 3 | A or »n 

YOWCSTOWN 

DETACHED 

SEMI -OF.T ACHED/ROW 

WALKUP 

ELEVATOR-2-6 $t> 
$ * Sty 

- - 420 4*7 308 

- 31* 343 401 446 

2*0* 289 33$ J79 *15 

274 304 354 - - 

321 353 414 - 


DETACHED 

SEMI-DETACH F.D/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 


• 

DETACHED 

5 DU-DETACHED/ROW 

WALKUP 

ELEVATOR-2-6 Sty 
5 * Sty 



-ggtxaa- 

SEMI-DETACHED/ROW 

ualkuf 

ELE VA TOR-2-6 Sty 
5 * Sty 



DETACHED 

SEMI-DETACHED/ROW 

'WALKU? 

ELEVATOR-2-* Sty 
5 • St> 



SEMI-DETACHED/ROW 

WAUCUF 

ELEVATOH-2-4 Sty 
* - 



AREA OFFICE COLUMBUS. OHIO _ REGION V - CHICAGO 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | I | 2 | 3 | 4 sr aoc* 

TROT 

DETACHED 

SEMI-DETACHED/ROW 

WALK CP 

ELEVATQfl-2-4 Sty 
5 . Sty 

- - 400 45$ 480 

- 300 330 390 420 

255 240 325 355 345 

295 330 390 - - 

340 370 425 - 

ZANESVILLE 

DETACHED 

SEMI-DETACHED/ECU 

WALKUP 

£ L£ VA I OR - 2 - 6 Sty 
5 * Sty 

- - 400 45$ 480 

- 100 330 390 420 

255 290 325 355 345 

295 330 390 - - 

340 170 425 - - 


DETACHED 

SEMI-DETACHED/ROW 

WALKCF 

EL£VA UH -2-4 sty 
5 • Sty 



-mum - 

SEMl-OETACHEO/ROW 

WALKUP 

• 

CLEVATQR-2-6 Sty 

5 . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
$ - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKCF 

ELEVATOR-2-4 Sty 
$ * Sty 



AREA OFFICE COLUMBUS. OHIO _ REGION V - CHICAGO * 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



° 1 

1 1 

1 1 

m 

4 or aoc# 

COLUMBUS 

DETACHED 

— 


420 

470 

495 


S mi-DETACHED/ROW 

- ♦ 

290 

140 

‘405 

435 

• 

WALKUP 

255 

285 

315 

380 

400 


ELEVATOR-2-6 Sty 

300 

340 

400 

_ 

_ 


5 ♦ Sty 

345 

380 

410 

— 

— 

ATHENS 

DETACHED 

— 

— 

400 

*55 

480 

SEMI-DETACHED/ROW 

— 

300 

310 

390 

420 


WALKUP 

255 

290 

325 

355 

395 


ELEVATOR-2-6 Sty 

295 

330 

390 

— 

— 


5 - Sty 

340 

170 

425 

— 

— 

LIKA 

DETACHED 

— 

— 

400 

455 

480 

SEMI-DETACHED/ROW 

— 

WO 

330 

390 

420 


WALKUP 

255 

290 

325 

355 

395 


ELEVATOR-2-6 Sty 

245 

330 

340 

_ 

_ 


5 . Sty 

340 

370 

425 

— 

— 


DETACHED 

_ 

_ 

400 

455 

480 

MARIETTA 

SEMI-DETACH ED/SI'W 

— 

300 

330 

390 

420 

4 

WALKUP 

255 

290 

325 

355 

39S 


ELE VATOR-2-6 Sty 

295 

330 

390 


_ 


5 * Sly 

140 

370 

425 

— 

— 


DETACHED 

— 

—.. 

400 

455 

480 

NEWARK 

SEMI-OCTACHED/ROW 

— 

300 

330 

190 

420 


WALKUP 

255 

290 

325 

353 

395 


ELEVATOR-2.6 Sty 

295 

330 

390 

— 

— 


5 ♦ Sty 

340 

170 

425 

— 

— 



_ 

_ 

400 

45$ 

480 

SPRINGFIELD 

SEMI-DETACHED/ROW 

_ 

100 

330 

390 

420 


WALKUP 

255 

290 

325 

355 

395 


ELEVATOR-2-6 Sty 

5 ♦ St y 

295 

-M2- 

330 

-J7.7- 

390 

_±£S_ 

— 

— 


AREA OFFICE MILWAUKEE. WIS, _ REGION V - CHtCAGO 


MARKET AREA 

STRUCTURE TYPE 



NUMBER 

OF BEDROOMS 



0 1 

1 1 

I 2 

m 

4 or note 


DETACHED 



420 

441 

531 

MADISON 








SEMI-DETACHED/ROW 

— 

294 

3*2 

427 

6*5 


WALKUP 

247 

277 

331 

390 

— 


ELEVATOR- 2-6 Sty 

259 

289 

343 

402 

— 


5 . Sty 

294 

324 

399 




DETACHED 

_ 

_ 

404 

4*4 

513 

REEDSVILLS 








SEMI-DETACHED/ROW 

— 

326 

347 

410 

490 


WALKUP 

227 

250 

318 

377 

— 


ELE VATOR-2-6 Sty 

239 

2*2 

330 

189 

— 


5 * Sty 

277 

307 

190 

— 

— 


DETACHED 

— 

— 

426 

501 

534 

SUPERIOR 








SEMI-DETACHED/ROW 

— 

295 

363 

428 

*7$ 


WALKUP 

255 

287 

343 

401 

— 


ELEVAToR-2-6 Sty 

267 

299 

355 

420 

— 


5 * Sty 

299 

32* 

404 

— 

— 



_ 

_ 

4*3 

541 

580 

MILWAUKEE 

SEMI-OETACTIED/ROW 

_. 

127 

399 

464 

512 


WALKUP 

274 

304 

357 

419 

— 


ELEVATOR-2-6 Sty 

28* 

31* 

369 

431 

— 


5 • Sty 

338 

357 

432 

— 

— 


DETACHED 

— 

_ 

398 

47* 

511 

EAU CLAIRE 

SEMI-DETACHED/ROW 

— 

278 

352 

409 

442 


WALKUP 

238 

2*8 

313 

372 

— 


ELEVATOR-2-6 Sty 

253 

280 

Hi 

384 

_ 


5 * Sty 

281 

292 

- 3*6 

— 

— 











— 

399 

466 

498 

CREEM BAY 

SEMI-DETACHED/ROW 

— 

275 

137 

400 

439 


WALKUP 








217 

246 

312 

369 



ELEVATOR-2-6 Sty 

229 

258 

324 

412 

’_ 


5 • Sty 

_*5A_ 

——28J- 

- 123- 
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RULES AND REGULATIONS 


25621 


OFFICE MItVAPKEE. WIS. 


REGION V - CHICAGO 




0 

n - 

rn 


4 or wr« 


DETACHED 

_ 


*13 

475 

502 

WAUSAU 

SEMI-DETACHED/ROW 

— 

301 

341 

*«9 

442 


waucup 

no 

259 

122 

380 

— 


ELEVATOR-2-4 Sty 

242 

271 

334 

392 

_ 


5 . Sty 

269 

314 

383 

— 

— 


STRUCTURE TYPE 


NUMBER OF BEDROOMS 


DETACHED 

SEMI-DETACHED/ROW 
WALKUP 

ELEVAT0R-2-A St> 
5 * Sty 


DETACHED 

SEMI-DETACHED/ ROW 
VALKUF 

ELE VA TOR-2 -4 Sty 
5 - Sty 


5gl AC4ir 

SEHI-OETACHED/ROW 

WALKUP 

ELE VATOR-2-4 Sty 
5 . Sty 


DCTAOmB 

SEMI-DETACHEO/ROV 

WALKU? 

ELEVATOR-2-* Sty 
5 - Sty 

bETACHlfi 

SEMI-DETACHED/ROW 
VALKUF 

ELEVATOR-2.4 Sty 
_ 5 ♦ S t > 


AREA OFFICE LITTLE ROCK, ARK. _ RECION VT - DALLAS 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



° l 

1 

m 

FH 

4 or boc* 


DETACHED 



283 

336 

406 

FAYETTEVILLE 

SEMI-DETACHED/ROW 

183 

216 

265 

325 

380 


WALKUP 

183 

216 

263 

325 

361 


ELEVATOR-2-4 Sty 

217 

256 

311 

_ 

_ 


5 • Sty 

267 

308 

389 

— 

— 


DETACHED 

_ 

_ 

289 

342 

411 

LITTLE ROCR 







SEMI-DETACHED/ROW 

187 

221 

271 

323 

389 


VALXUP 

187 

221 

263 

321 

363 


ELE VATOR -2-4 Sty 

221 

262 

311 

___ 

— 


5 • Sty 

278 

332 

396 

— 

— 


DETACHED 

_ 

_ 

282 

336 

404 

TEXARKANA 

SEMI-DETACHED/ROW 

178 

217 

267 

317 

383 


WALKU? 

178 

209 

255 

314 

351 


ELE VATOR-2-4 Sty 

211 

247 

302 


_ 


5 - Sty 

275 

330 

389 

— 

— 


DETACHED 

_ 

_ 

259 

307 

370 

FORT SMITH 







SIMI-OETACHED/ROW 

166 

201 

250 

296 

356 

• 

WALKU? 

156 

197 

244 

288 

334 


ELEVATOR-2-4 Sty 

185 

233 

289 

_ 



5 • Sty 

248 

M2 

366 

— 

— 


DETACHED 

_ 

— 

275 

325 

392 

JONESBORO 

SEMI-DETACHED/ROW 

174 

211 

263 

311 

374 


WALKUP 

167 

207 

262 

310 

358 


ELEVATOR-2-4 Sty 

198 

245 

310 


_ 


5 - Sty 

253 

307 

371 

— 

— 


D£T l ACHEP 

SEMI-CE7ACKED/R0W 

WALKU? 

ELEV4T0R-2-4 Sty 

_ 







MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 


* 

□ 

1 

FT 

3 

J 4 or »or« 


DETACHED 


— 

430 

510 

618 

HEW ORLEANS 






544 


SEMI-DETACHED/ROW 

— 

281 

351 

454 


WALKUP 

232 

273 

317 

430 

498 


ELEVATOR-2-4 Sty 

242 

299 

374 

_ 

— 


5 - Sty 

339 

419 

481 

— 

— 


DETACHED 

— 

— 

432 

514 

620 

LAKE CHARLES 





498 



SEMI-DETACHEO/ROW 

— 

293 

363 

577 


WALKUP 

234 

293 

163 

49* 

577 


CLE VA TOR-2-4 Sty 

244 

304 

382 

— 

— 


5 . Sty 

381 

440 

560 

— 

— 


DETACHED 

_ 

_ 

405 

482 

583 

LAFAYETTE 

SEMI-DETACHED/ROW 






— 

277 

349 

423 

492 


WALKUP 

222 

277 

349 

423 

492 


ELE VA TOR-2-4 Sty 

232 

287 

355 

— 

— 


5 - Sty 

363 

420 

535 

— 

— 


DETACHED 

— 

_ 

376 

44$ 

537 

BATON ROCCE 

SEMI-DETACHED/ROW 

— 

249 

316 

419 

497 


WALKUP 

230 

249 

316 

419 

484 


ELEVATOR-2-4 Sty 

241 

298 

373 

_ 

— 


5 ♦ Sty 

390 

452 

575 

— 

— 


DETACHED 

_ 

_ 

430 

310 

618 

8URAS 








SJMI-DETACHED/ROW 

— 

281 

351 

454 

544 


WALKUP 

232 

273 

337 

430 

498 


ELEVATOR-2-4 Sty 

242 

294 

374 

— 

— 


5 • Sty 

339 

419 

481 

*— 


HOUMA 

DETACHED 

— 

— 

387 

461 

557 

SEMI-DETACHED/ROW 

— 

257 

322 

418 

485 * 


WALKUP 

205 

257 

322 

418 

485 


ELEVATOR-2-4 Sty 

214 

266 

330 

— 

— 


5 - Sty 

S19 

193 

500 

— 

— 

INSURING 

OFFICE SHREVEPORT. 

-U. 


REGION 

J0=. 

.PALL6S 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 1 1 1 2 1 » 

4 or aor« 

SHREVEPORT 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

— - 351 401 485 

198 225 292 336 405 

181 210 280 321 370 

265 285 ! 305 - 

281 303 405 - - 

ALEXANDRIA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

- - 299 355 426 

175 202 253 302 357 

161 200 250 298 349 

246 269 289 - - 

249 290 367 - - 

MONROE 

DETACHED 

SEMI-DETACH ED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

- - 317 379 457 

174 216 281 334 385 

170 210 267 321 370 

260 283 303 - - 

261 310 405 - - 


"dEtSZHeB 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 



DETACHES 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 
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25622 


RULES AND REGULATIONS 


mstm i. ic omcE albuqueroot?. w.k. _region vt - Dallas 


HARXET AREA 

STRUCTURE TTPE 

NUMBER OF BEDROOMS 



0 

P 

1 2 1 

P 1 

4 or more 


DETACHED 

_ 


310 

380 

414 

AUHJ<XJEJQUE 








semi-oetached/row 

220 

248 

280 

330 

390 


WALKUP 

teo 

222 

259 

310 

355 


ELEVATQH-2-* Sty 

225 

265 

325 

_ 

_ 


5 . Sty 

240 

285 

3*5 

— 

— 


DETACHED 

_ 

_ 

291 

358 

416 

ALAMiXWRDO 








SEMI-DTT ACHED/ROM 

218 

248 

276 

331 

396 


VA LKUf 

178 

222 

251 

297 

343 


CU VATOR-2 -ft St> 

201 

237 

299 


— 


5 ♦ Sty 

218 

257 

319 

— 

— 


DETACHED 

— 

— 

102 

360 

426 

ARTESIA 








3 011-DETACHED/ROW 

230 

260 

296 

346 

407 


WALKUP 

190 

231 

260 

310 

355 


ELEVATOR-2-* Sty 

207 

240 

101 


_ 


$ • Sty 

222 

260 

321 

— 

— 


OtTACHEO 

_ 

_ 

302 

360 

426 

CARLSBAD 








SCU-DETACH ED/ROW 

230 

260 

296 

346 

407 


WALKUP 

190 

231 

260 

310 

35S 


ELEVATOR-2-* Sty 

207 

240 

301 

_ 

_ 


5 • St, 

222 

260 

321 

— 

— 


DETACHED 

— 

_ 

296 

356 

431 

CLOVIS 

5CU-DETACHED/ROW 

220 

255 

290 

340 

405 


WALKUP 

190 

230 

260 

310 

355 


EICVAI0R-2-* Sty 

205 

218 

299 

_ 

_ 


5 - St, 

225 

258 

319 

— 

— 


DETACHED 

— 

_ 

, 318 

380 

4*9 

FORT SUMNER 








SEMI-DETACHED/ROW 

2t) 

274 

306 

365 

633 


WALKUP 

200 

249 

290 

342 

39) 


ELEVATOR-2-4 Sty 

222 

250 

323 

— 

— 


5 • Sty 

237 

276 

343 

— 

— 


mctisc OFFICE ALBUgrCTQOE. I.M. _ RECIOM VT - ntl.tAS 


MARKET AREA 

STRUCTURE TTPE 

HUMBER OF BEDROOMS 



0 

1 ‘ 

1 * 

1 1 

| 4 ar more 

CALLUP 

OETACHED 

~ 


325 

387 

462 


SEMI-DETACHED/ROW 

248 

282 

314 

370 

. 439 


WALKUP 

202 

2S6 

289 

335 

360 


ELEVATOR-2-* St v 

222 

266 

323 

_ 



5 - Sty 

237 

286 

343 

- 


HOBBS 

DETACHED 

— 

~ 

302 

360 

426 


5EMI-DETACHED/ROW 

230 

260 

296 

346 

407 


WALKUP 

190 

231 

260 

310 

355 


ELEVATOR-2-* Sty 

207 

2*0 

301 


__ 


5 - Sty 

222 

260 

321 

— 

— 


DETACHED 



299 



LAS CRUCES 

”~ 


354 

430 


SEMI-DETACHED/ROW 

22) 

255 

287 

3*2 

403 


WALKUP 

188 

2)2 

268 

310 

350 


ELEVATOR-2-* Sty 

210 

243 

304 




5 • Sty 

275 

263 

324 

, 


LAS VEGAS 

“bit ACHED 



320 

381 

449 

SEMI-DETACHED/ROW 

2*0 

270 

300 

360 

425 



WALKUP 

190 

2*5 

276 

331 

374 


ELEVATOR-2-* Sty 

212 

255 

323 

. 



S • Sty 

227 

275 

3*3 

_ 



DETACHED 



320 



LOS ALAHOS 



381 

449 


SEMI-DETACHED/ROW 

240 

270 

300 

360 

425 


WALKUP 

190 

'2*5 

276 

331 

374 


ELCVAT0R-2-* Sty 

212 

255 

323 

_ 



5 - Stv 

227 

273 

343 




DETACHED 



320 



RATON 

~~ J 


381 

449 


SEMI-DETACHED/ROW 

240 

270 

300 

360 

4ZS 


WALKUP 

190 

245 

276 

3)1 

374 


ELEVATOR-2-* Sty 

212 

255 

32) 




5 * Sty 

M2... 

-Ml 




isstmrwc office Albuquerque, k.m. _recion ft - Dallas 


MARKET AREA 

STRUCTURE TTFE 



NUMBER 

Of BEDROOMS 



0 

1 1 

1 1 


4 ar acre 


DETACHED 

_ 


291 

358 

416 

SOCORRO 

SEN!-DETACHED/ROW 

218 

248 

276 

331 

196 


WALKUP 

173 

222 

231 

297 

3*3 


ELEVATOR -2-* Sty 

203 

237 

299 

_ 

_ 


5 • St> 

218 

257 

314 

— 

— 

RUIDOSO 

DETACHED 

— 

— 

318 

380 

*49 

SEKI-OETACHED/ROV 

243 

274 

306 

365 

433 


WALKUP 

200 

249 

290 

342 

393 


ELEVATOR-2-* Sty 

222 

250 

323 

— 

— 


5 * Sty 

2 17 

276 

3*3 

— 

— 


DETACHED 

_ 

_ 

318 

180 

*49 . 

DULCE 

5EMI-DETACHED/R0W 

24J 

27* 

306 

365 

4)3 


WALKUP 

200 

249 

290 

342 

193 


ELEVATUR-2-* Sty 

222 

250 

123 

—, 

_ 


5 • Sty 

237 

276 

3*3 

—— 

— 


tife-f ACHED 



310 

380 

4M 

IS LET A 


’" 





SEU-OETACHED/ROW 

220 

246 

280 

330 

390 


WALKUP 

180 

222 

259 

316 

15$ 


ELEVATOR-2-* Sty 

225 

265 

325 

— 

_ 


5 - Sty 

240 

285 

3«5 

— 

— 

JEMEZ 

DETACHED 

— 

— 

320 

381 

4*9 

SEMI-DETACHED/ROW 

2*0 

270 

300 

360 

425 


WALKUP 

190 

245 

276 

331 

37* 


ELEVATOR-2-^ Sty 

212 

255 

32) 


— 


5 - Sty 

227 

275 

3*3 

_ 

_ 

LACUNA 

DETACHED 


— 

325 

387 

*62‘ 

SOtt-OETACHKD/ROtf 

248 

282 

m 

370 

*19 


WALKUP 

202 

256 

29 9 

335 

360 


ELEVATOR-2-* Sty 

_ IM-IZL 

222 

266 

323 

_ 

_ 


717 


141 

— 



INSURING OFFICE ALBUOPEROUE. *.H. _ RECtOO VT - PALLAS * 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 1 

1 1 

PI 

I 

4 »r aor* 


DETACHES 



320 

181 

4*9 

SANTA FE 

SEMI-DETACHED/ROW 

240 

270 

300 

360 

425 


WALKUP 

190 

245 

276 

3)1 

374 


Elevator- 2 -* st> 

212 

255 

323 

_ 

— 


5 . 5 ty 

227 

275 

343 

— 

— 

SILVER CtTT 

DETACHED 

~ 

“ 

318 

380 

449 

SEMI-DETACH 10/RCT< 

243 

274 

306 

365 

413 


WALKUP 

200 

249 

290 

142 

393 


ELEVATOR-2-* Sty 

222 

250 

323 

_ 

_ 


5 - Sty 

237 

276 

341 

— 

— 


DETACHED 

* - 

— 

291 

358 

4ii 

TRUTH OR 
CONSEQUENCES 

SEMI-DETACHED/KOW 

218 

248 

276 

in 

396 


WALKUP 

178 

222 

251 

297 

343 


ELEVATOR-2-* Sty 

203 

237 

299 

_ 

_ 


5 v Sty 

218 

257 

119 

— 

— 


“detachES 

— 

— 

318 

390 

449 

TIERRA amarilla 

SEMI-DETACHED/ROW 

243 

274 

306 

165 

4)3 


WALKUP 

200 

249 

290 

342 

193- 


ELEVATOR-2-* Sty 

222 

250 

323 

_ 



5 * Sty 

237 

276 

343 

— 

— 


DETACHED 

_ 

___ 

318 

380 

449 

TAOS 

SEMI-DETACHED/ROW 

243 

274 

306 

365 

4)3 


WALKUP 

200 

249 

290 

142 

193 


ELEVATOR-2-* 5ty 

222 

256 

323 

— 

— 


5. • Sty 

237 

276 

343 

— 

— 

FARMINGTON 

"detached- 

SEMI-DETACHED/ROW 

— 

— 

318 

380 

449 

243 

274 

306 

365 

4)3 


WALKUP 

200 

249 

290 

142 

393 


ELEVATOR-2-* Sty 

222 

256 

321 

— 

— 

1 

5 . Sty 

237 

276 

343 

— 

— 
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RULES AND REGULATIONS 25523 


INSURING OITICE ALBUQUERQUE. *.H. _ REGION W - nAU^S 


MARKET AREA 

STRUCTURE TYPE 

NUMBER Of BEDROOMS 

0 | 1 | 2 | 3 | 4 or sore 

MESCALERO 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

C LEVA TOR-2-1, Sty 
S * Sty 

- - 318 380 449 

243 274 306 365 433 

200 249 290 342 393 

222 250 323 - - 

237 27 6 343 - - 

PENASCO 

DETACHED 

SEMl-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
5 • Sty 

- - 320 38 1 449 

240 270 300 360 425 

190 245 276 331 374 

212 255 323 j - - 

227 275 343 - - 

POJOAOUE 

DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVUOR-2-4 Sty 

5 • st r 

- - 320 38 1 449 

240 270 100 160 425 

190 245 276 331 374 

212 255 323 - - 

227 275 343 - - 


DETACHED 

SEMI-DETACHKD/ROW 

WALKU? 

ELE TOR-2-4 Sty 

5 • Sty 



DETACHED 

SEMI-DETACHED/RON 

WALKU? 

ELEVAIOR-2-4 Sty 
5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



AREA OFFICE OKLAHOMA CITY. OKI A. REGION Vt - PALLAS 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF 9EDROOMS 

| l J 2 j 3 | 4 or aura 

SHAWNEE 

DETACHED 

SEMI-DETACHED/HOW 

WALKU? # 

ELEVATOR-2-4 Sty 
5 * Sty 

- 258 3<9 394 

15) »93 246 33r )63 

13) 167 213 287 J«5 

1S9 193 239 — — 

219 253 3-5 . 

STILLWATER 

DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVAT0R-2-4 Sty 
5 * Sty 

. 27S 364 631 

195 220 262 )46 398 

169 191 227 300 )4$ 

195 217 253 — — 

278 289 347 — 

WOODWARD 

• 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATUR-2-4 Sty 
5 • Sly 

. 297 347 430 

193 230 284 )30 J68 

167 200 2 46 286 3:9 

193 226 2 79 - - 

28* 309 384 . 


DEtACHED- 

SEMI-DETACHED/ROW 

WALKU? 

ELE VA TOR-2-4 Sty 

5 * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVA TOR -2-4 Sty 

5 • Sty 



DETACHES 

SEMI-DETACHED/SOW 

WALKUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 

• 


AREA OFFICE OKLAHOMA CITY, OKt A. _ REGION VI - DALLAS 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 




1 

rn 


4 or More 


DETACHED 

_ 

_ 

260 

346 

394 

OKLAHOMA CITY 

SEMI -DETACHED/ROW 

201 

2*6 

248 

327 

363 


WALKUP 

175 

188 

215 

284 

J»S 


Elevator- 2-4 sty 

20* 

214 

241 

— 

— 


5 . Sty 

274 

295 

3)8 

— 

— 


DETACHED 

— 

— 

298 

40) 

47S 

ADA 

SCU-DETAGH2D/R0W 

201 

240 

282 

382 

441 


WALKU? 

175 

208 

259 

332 

38) 


ELEVATOR-2-4 Sty 

201 

2J4 

285 

— 

— 


5 • Sty 

288 

315 

356 

— 

*•" 

AROMOAE 

DETACHED 

— 

— 

278 

319 

364 


SEMI-DETACHCD/ROW 

195 

220 

271 

310 

347 


WAUCUP 

169 

191 

2)5 

269 

301 


ELE VA TOR-2-4 Sty 

195 

217 

261 

— 

— 


5 • Sty 

275 

290 

358 

— 

— 

ENID 

itETACRED 

— 

— 

361 

417 

477 

SEMl-OFTACHED/ROU 

21) 

251 

327 

377 

419 


WALKU? 

185 

218 

284 

327 

36) 


ELEVATOR-2-4 Sty 

211 

244 

310 

— 

—• 


5 . Sty 

325 

354 

467 

— 

... 


DETACHED 

— 

— 

288 

3)4 

395 

GUVMON 

SEMI-DETACHED/ROW 

*82 

2*4 

27) 

JT7 

36) 


WALKU? 

158 

*86 

2)7 

275 

3«S 


ELEVATOR -2-4 Sty 

184 

212 

263 

— 

— 


5 - Sty 

262 

291 

369 

— 

— 

LAWTON 

DETACHED 

— 

... 

3J9 

378 

452 

SEMI-DETACHED/ROW 

202 

227 

304 

357 

415 


WALKUP 

175 

197 

264 

310 

360 


ELEVATOR-2-4 Sty 

201 

223 

290 

— 

... 


5 « Sty 

■ JSL. 

-228. 

_401_ 




INSURING OFFICE TULSA. UKLA. _ REGION VT - DALLAS 


market area 

STRUCTURE TYPE 

NUMBER 0? BEDROOMS 

0 | 1 | 2 | 3 | 6 or oore 

TULSA 

DETACHED 

SEMI-OKTACHED/ROW 

WALKU? 

ELEVATOR -i-4 Sty 
5 * Sty 

- - 420 441 495 

- TO in *30 457 

290 *16 377 425 433 

437 450 542 - — 

4*5 458 SSO - - 

BARTLESVILLE 

DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVA TOR-2-4 St> 
5 - Sty 

- 372 403 431 

- 322 341 376 400 

269 289 320 356 381 

347 409 45* - - 

*05 *11 462 - - 

MC ALESTER 

DETACHED 

SEMI-ORTA DIED/ROW 

WALKU? 

ELEVA TOR-2-4 sty 
5 • Sty 

- - 277 32* 171 

- 228 251 294 337 

176 197 230 268 292 

27? 286 317 - - 

28 L 29* 3*5 - - 

MUSKOGEE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELE VA TOR-2 >4 3t> 

5 . Sty 

-- 334 368 197 

- 26* 312 343 375 

176 230 203 120 344 

281 345 610 - - 

289 353 * 38 - - 


DETACHED 

SEMI-DETACHED/ ROW 

WALKUP 

ELEVATOR-2-4 Sty 

S * Sty 



~wtmw - 

SEMI-DETACHED/AON 

WALKU? 

ELEVATOR-2-4 Sty 

5 * Sty 
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25624 


RULES AND REGULATIONS 


REGION VI - DALLAS 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OP BEDROOMS 



0 1 

1 1 

1 2 1 

~ 

4 or more 


DETACHED 



379 

493 

541 

DALLAS 






454 


SEMI-DETACHED/ROW 

— 

262 

330 

389 


WALKUP 

195 

244 

307 

362 

422 


ELEVATOR*2-4 Sty 

215 

270 

340 

— 

— 


5 ♦ Sty 

302 

362 

481 

— 

— 

SHERMAN 

DETACHED 

__ 

_ 

307 

400 

439 






SEMI-DETACHED/ROW 

— 

213 

268 

315 

368 


UALKUP 

159 

198 

249 

295 

343 


ELEVATOR-2-4 Sty 

174 

219 

276 

— 

— 


5 * Sty 

287 

34S 

460 

— 


TYLER 

DETACHED 

___ 

_ 

306 

398 

437 






5EMI-DETACHED/ROW 

— 

212 

267 

314 

367 


WALKUP 

159 

197 

248 

292 

338 


ELEVATOR-2-4 Sty 

173 

217 

274 

— 

— 


5 * Sty 

282 

333 

453 


— 

WACO 

DETACHED 

— 

— 

304 

395 

434 

SEMI-DETACHED/ROW 

— 

209 

264 

312 

364 


WALKUP 

156 

195 

246 

289 

339 


ELEVATOR-2-4 Sty 

171 

215 

272 

— 

— 


S * Sty 

278 

329 

440 



MARSHALL 

DETACHED 

. 

___ 

295 

355 

425 







SEMI-DETACHED/ROW 

169 

206 

250 

302 

362 


WALKUP 

161 

200 

250 

298 

346 

. 

ELEVATOR-2-4 Sty 

238 

255 

275 

— 

— 


* * Sty 

— 

— 

—"* 

—- 



DETACHED 

SENI-DETACHED/ROW 

UALXUP 

CLEVATOR-2-4 Sty 
5 - St), 






INSURING C 

iFTICE PORT WOK*. 

7X. 


REGION* 

VI - Dallas 


MARKET AREA 

STRUCTURE TTPE 



NUMBER 

OF BEDROOMS 



0 1 

1 

J L 

Ll± 

4 or ©ore 


DETACHED 

— 

— 

300 

376 

412 

FORT WORTH 

SEMI-DETACHED/ROW 

— 

198 

273 

342 

175 


VALKUP 

191 

197 

273 

342 

375 


ELEVATOR-2-4 Sty 

5 ♦ Sty 

245 

279 

352 

— 

— 


DETACHED 

— 

— 

294 

386 

434 

WICHITA FALLS 

9EMI-DETACRED/ROW 

— 

190 

247 

324 

355 


UALKUP 

155 

190 

247 

324 

355 


ELEVATOR-2-4 Sty 
5 ♦ Sty 

236 

280 

359 


in 


DETACHED 

— 

— 

261 

373 

408 

SAN ANGELO 

SEMI-DETACHED/ROW 

— 

172 

217 

310 

339 


WALKUP 

— 

172 

217 

310 

339 


ELE VATUR-2-4 Sty 
5 * Sty 

178 

250 

319 

— 

— 


DETACHED 

— 

— 

315 

380 

416 

ABILENE 

SEMI-DETACHED/ROW 

— 

180 

266 

321 

352 


WALKUP 

— 

180 

266 

321 

352 


ELEVATOR-2-4 Sty 

5 • Sty 

242 

285 

345 

— 

— 


DETACHED 







SEMI-DETACHED/ROW 







WALK UP 







ELEVATOR-2-4 Sty 
5 • Sty 







DETACHED 







SEMI-DETACHED/ROW 







WALKUP 







ELEVATOR-2-4 Sty 
5 . Sty 







mouse OFFICE HOOSTOH. TX. _ FECIOS ™ ' ""^1 


MARKET AREA 

STRUCTURE TYPE 

KUMBER OF BEDROOMS 



1 

in 

3 

4 or oora 


DETACHED 


— 

458 

567 

657 

HOUSTON 

SEMt-OETACHED/ROW 

244 

290 

365 

443 

508 


WALKUP 

244 

281 

356 

439 

488 


ELEVATOR-2-4 Sty 

293 

337 

427 

— 

— 


5 * Sty 

320 

403 

485 

— 



DETACHED 

— 

— 

419 

507 

59* 

BEAUMONT 

SEMI-DETACHED/ROW 

202 

257 

322 

406 

447 


WALKUP 

196 

257 

322 

389 

441 


ELE VA TOR -2-4 Sty 

235 

308 

386 

— 

— 


5 • Sty 

344 

413 

520 

— 

— 


DETACHED 

— 

— 

395 

464 

542 

BRYAN 

SEMI-DETACHED/ROW 

2S1 

285 

379 

464 

540 


WALKUP 

223 

261 

348 

436 

477 


ELEVATOR-2-4 Sty 

268 

313 

418 

— 

— 


5 • Sty 

404 

442 

587 

— 



■details- 

— 

— 

429 

525 

615 

EL CAHPO 

SEMI-DETACHED/ROW 

187 

235 

315 

396 

431 


WALKUP 

197 

227 

315 

384 

4U 


ELEVATOR-2-6 Sty 

224 

272 

378 

— 



5 • Sty 

317 

356 

479 




DETACHED 

— 

— 

415 

478 

594 

LUFKIN 

SEMI-DETACHED/ROW 

184 

223 

200 

364 

419 


UALKUP 

179 

214 

300 

344 

412 


ELEVATOR-2-4 5ly 

215 

2S7 

360 

— 

— 


5 • Sty 

103 

>48 

472 

— 

— 


DETACHED 

— 

— 

390 

463 

*59 

TEXAS CITY 

SEMt-OETACHED/ROW 

201 

245 

317 

374 

434 


UALKUP 

201 

245 

317 

374 

434 


ELEVATOR-2-4 Sty 

241 

294 

380 

— 

— 


5 - Sty 

124 

i?n 


— 

— 

INSURING 

OFTICE LUBBOCK. TX. 



REGION 

VI - 

DALLAS 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OP BEDROOMS 



0 

1 1 

ell 

m 

4 or ©or* 

Ll'BBOCX 

DETACHED 

— 


308 

402 

464 

SEMI-DETACHED/ROW 

199 

235 

296 

386 

462 


WALKUP 

187 

226 

286 

374 

424 


ELEVATOR-2-4 Sty 

231 

253 

292 

— 

— 


5 - Sty 

253 

281 

369 




DETACHED 

— 

— 

322 

417 

460 

AMARILLO 

SEMI-DETACHED/ROW 

206 

237 

303 

392 

430 


WALKUP 

193 

226 

292 

380 

All 


ELEVATOR-2-4 Sty 

231 

253 

292 

— 

— 


3 ♦ Sty 

253 

281 

369 

— 

— 


detached 

— 

— 

297 

383 

424 

EL PASO 

SEMI-DETACHED/ROW 

206 

231 

292 

376 

414 


WALKUP 

193 

220 

281 

363 

395 


ELEVATUR-2-4 Sty 

231 

253 

292 

— 

— 


5 . Sty 

253 

281 

369 

—- 

— 


bfctAfliib- 

— 

— 

323 

402 

452 

MIDLAND 

SEMI-DETACHED/ROW 

225 

256 

311 

393 

429 


WALKUP 

215 

248 

303 

374 

415 


ELEVATOR-2-6 Sty 

251 

273 

312 

— 

— 


5 ♦ Sty 

273 

301 

379 

— 


ODESSA 

DETACHED 

— 

— 

331 

407 

447 

SIMI-DETACHEO/ROW 

227 

264 

314 

386 

422 


WALKUP 

215 

253 

303 

374 

403 


ELEVATOR-2-4 Sty 

251 

273 

312 

— 

— 


5 ♦ Sty 

273 

301 

379 

— 



SEMI-DETACHED/ROW 

UALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 
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25625 

lt£CIO!< VI r - KANSAS CITY 


RULES AND REGULATIONS 


AREA OFFICE aAK AVTOMIO. TI. _ RECIOW VT - TlAM_Ag 


MARKET AREA 

STRUCTURE HPR 



HUMBER 

OF BEDROOMS 



0 1 

1 1 

1 2 

m 

4 or sort 


DETACHED 



309 

396 

463 

SAM AMTOKTO 

SEMI-DETACHED/ROW 

214 

248 

292 

378 

4*3 


WALK UP 

202 

234 

281 

160 

410 


ELEVATOR.2-4 Sty 

302 

331 

404 

— 

— 


5 • Sty 

3*7 

381 

466 

— 

— 

AUSTIN 

detached 

— 

— 

367 

466 

*92 

SEMI-DETACHED/ROW 

210 

274 

351 

420 

471 


WAUCUP 

236 

236 

331 

*00 

432 


ELEVATOR-*-* Sty 

346 

ISO 

456 

— 

— 


5 r Sty 

m 

402 

526 

— 

— 

CORPUS CHRIST! 

DETACHED 

SD1I-DETACHED/R06 

— 

— 

325 

422 

504 

197 

251 

311 

380 

458 


VALKUP 

18* 

235 

293 

362 

*20 


ELEVATOR-2-4 Sty 

274 

322 

409 

_ 

— 


S • Sty 

316 

369 

469 

— 

— 



— 

— 

3*5 

*91 

501 

EAGLE PASS 

SEMI-OETACHED/RDW 

— 

280 

330 

*20 

47* 


WALKUP 

l«9 

248 

297 

378 

*16 


ELL VA TOR-2-4 Sty 

314 

355 

430 

_ 

— 


5 * Sty 

360 

409 

*96 

— 

— 


DETACHED 

-— 

— 

352 

431 

528 

HaRLIMGCN 

SEMI-DETACHED/ROW 

— 

216 

322 

412 

48n 


WAUCUP 

174 

213 

27$ 

352 

400 


ELEVAlUR -2-4 Sty 

275 

285 

394 

— 

— 


$ • Sty 

316 

328 

454 

- * 


LAREQO 

oetaAed 

— 

— 

3*5 

491 

501 

SEMI-DETACHED/ROW 

— 

280 

no 

420 

474 


VALKUP 

199 

248 

297 

378 

416 


ELEVATUR-2-4 Sty 

314 

355 

430 

— 

— 


> ♦ Sty 

360 

409 

496 

— 

— 


AREA OrriCE SAfl AMTONTO, TI. _ REGION VI - DALLAS 


MARKET AREA 

STRUCTOU TYPE 

NUMBER OF BEDROOMS 

. | i | j | j | 

VICTORIA 

DETACHED 

SEMl-DETACKED/ROW 

WAUCUP 

ELEVATOR -2-a Sty 
5 * Sty 

- - 325 422 504 

197 251 3U 380 456 

184 235 293 362 420 

274 322 409 - - 

116 36*» 469 - - 

DEL RIO 

DETACHED 

SEMI -DETACHED/ ROW 

VALKUP 

ELEVATOR-2-* Sty 
5 • Sty 

- - 34 5 491 501 

— 280 330 420 474 

199 243 297 370 416 

314 155 *30 - - 

160 *09 49E - - 


DETACHED 

SQ1I-DETACH ED/ROW 

WAUCUP 

ELEVATOR-2-4 Sty 
5 . Sty 


• 

SEMI-DETACHKD/ROW 

WAUCUP 

ELCVAI0R-2-4 Sty 

5 . Sty 

• 


DETACHED 

SIM I-DETACHED/ROW 

VALKUP 

ELEVATOR-2-* Sty 
5 * Sty 



btTACHCD 

SEMI-DETACHED/ROW 

VALKUP 

£LEVA IOR-2-A Sty 

5 * Sep 



INSURING OFFICE PES HOINES, IOWA 


•MARKET AREA 

STRUCTURE TYPE 

NUMBER 07 BtDROOMS 

0 [ l | 2 | 3 | * or aor« 

DBS MOINES 

DETACHED 

SENI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-* Sty 
5 • Sty 

442 49L 562 

305 395 455 507 

234 262 336 389 426 

302 357 418 

328 390 471 

BETTENDORF 

DETACHED 

SEMI-DETACHED/ROW 

WAUCUP 

ELEVATOR-2-* Sty 
S * Sty 

422 471 544 

- f03 400 442 502 

248 265 343 390 421 

308 365 428 

336 399 482 

CEDAR RAPIDS 

DETACHED 

S DU-DETACH ED/ROW 

VALKUP 

ELEVAIOR-2-4 Sty 
5 ♦ Sty 

- - JI9 ITS 535 

• 287 385 424 498 

223 250 330 374 418 

308 365 428 

336 399 482 

BLUFFS 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-* Sty 

5 - St) 

~ = KOO rri 548 

288 351 410 473 

193 228 292 353 385 

284 33* 392 

308 365 440 

DAVENPORT 

DETACHED 

SOU-DETACHED/ROW 

WAUCUP 

ELEVATOR -2-* Sty 
5 . Sty 

--=- VT1 -m 572 

• 303 400 442 S02 

248 265 343 390 421 

108 365 428 

336 399 482 

DUBUQUE 

DEf ACHED 

SDH -DETACHED/ROW 

VALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 

429 472 54R 

307 3713 416 494 

236 255 302 353 419 

308 365 428 

336 399 482 

INSURING ( 

JFFICE DES M0IJJES * row REGION Vri “ KANSAS CITY 



MARKET AREA 

STRUCTURE TYPE 

number op bedrooms 

0 | 1 J 2 | 3 | * or aor* 

MASON CITY 

m 

DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-* Sty 
5 - Sty 

404 448 516 

242 371 398 463 

236 255 312 164 400 

308 165 429 

336 399 482 

SIOUX CITY 

D ETA CITED 

SOU-DETACHED/ROW 

VALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

412 479 550 

308 371 416 483 

234 287 341 380 463 

308 365 428 

336 399 482 

WATERLOO 

DETACHEO 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR.2-* Sty 
5 * Sty 

405 448 490 

292 348 393 455 

253 272 315 367 403 

308 365 428 

336 399 482 


“detacho) 

SDU-DETACHED/ROW 

VALXUP 

ELEVATOR-2-* Sty 
5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-* Sty 
5 . Sty 



""detached 

SDIl-DETACHED/ROW 

WAUCUP 

ELEVATOR-2-4 Sty 

5 . Stjr 
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25626 


RULES AND REGULATIONS 


OFFICE KANSAS CITY, KAN REGION VII ■ KANSAS CIT Y 


HARXIT AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 | l | 2 | 3 | ~r. 

KANSAS CITY 

DETACHED 

SEMI-OETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

367 419 448 

- 266 329 419 448 

213 258 288 376 421 

219 282 331 

233 324 439 

JOPLIN 

DETACHED 

SEMI-DETACH ED/ROW 

WALK UP 

ELEVATOR-2-4 Sty 
5 * Sty 

304 3S2 380 

251 298 347 371 

175 201 248 292 316 

195 266 310 

222 307 418 

ST. JOSEPH 

DETACHED 

SOU-DETACH ED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

"1 I 299 553 425 

V 

249 292 386 423 

207 242 289 330 363 

217 279 328 

231 320 436 

SEDALIA 

DETACHED 

SEN I-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 

284 323 351 

226 272 323 351 

187 212 261 307 334 

194 265 308 

221 306 418 

SPRINGFIELD 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

T - 295 J5I 5T5 

258 301 351 373 

173 202 236 281 311 

195 266 310 

222 307 418 


TirKSES 

SEMI-OrTACHID/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 


INSURING 0 

PPTCE TOPEKA, KAN. REGION VII - KANSAS CITY 


MA&Xrr AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 | 1 | 2 | 3 | 4 or aor* 

TOPEKA 

DETACHED 

SBU-OETACHID/aOW 

WALKUP 

ELEVATOR -2-4 Sty 
5 * Sty 

-- 364 421 457 

- 301 355 412 448 

199 253 309 370 425 

223 304 385 - - 

226 308 390 - - 

GARDEN 

CITY 

DETACHED 

SEHI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- 351 405 432 

278 342 397 422 

213 247 301 362 405 

223 304 385 - - 

226 308 390 - - 

PITTSBURG 

DETACHED 

SEMI-DETACHED/ROW 

UALXUP 

ELEVATOR-2-4 Sty 
5. Sty 

-- 343 400 435 

- 280 325 386 411 

208 243 294 362 405 

215 299 378 - - 

218 303 384 - 

SALINA 

SENI-OETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

- 344 399 442 

- 281 338 388 431 

210 243 296 359 397 

223 304 385 - - 

226 308 390 - - 

WICHITA 

DETACHED 

SOtl-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

- ~ 355 4l6 446 

- 286 346 405 441 

195 249 303 371 421 

223 304 385 - - 

226 308 390 - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 



0JTIC £ ST. LOUIS, HO. RICION VII * KANSAS CITY 


MARKET AREA 

STRUCTURE TYPE 

HUMBER OF BEDROOMS 


o | 1 | 2 | 3 | 4 or aor* 

ST. LOUIS 

DETACHED 

SEMI-DETACHED/ROW 

UALXUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 

- 316 373 450 530 

230 289 352 426 473 

260 324 392 - - 

283 344 482 - - 

CAPE 

GIRARDEAU 

DETACHED 

SKI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 * Sty 

- 243 312 399 446 

186 236 302 369 412 

216 271 342 - 

COLUMBIA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR -2-4 Sty 
5 ♦ Sty 

- 268 343 420 470 

217 258 332 406 450 

247 293 372 - 

KIRKSVILLE 

DETACHED 

SEHI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 

_ 261 328 414 454 

200 249 312 387 427 

230 284 352 - - 

HOLLA 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 • Sty 

239 306 390 446 

180 228 295 363 395 

210 263 335 - 


“deta?ReS- 

SOtl-DETACHID/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

S * Sty 


AREA C 

IFPICR OMAHA, NEB. REGION VII - KANSAS CITY 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | l [ 2 | 3 A or *or« 

OMAHA 

DETACHED 

SEXI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

435 485 515 

306 379 450 478 

232 259 316 371 393 

276 317 402 - - 

309 358 460 - - 

GRAND 

ISLAND 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELE VA TOR -2-4 Sty 
5 ♦ Sty 

- - 386 431 465 

293 362 428 455 

225 250 303 353 374 

265 303 383 - - 

LINCOLN 

DETACHED 

SENI-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

"in m 428 47b 504 

- 290 361 430 458 

229 256 311 364 385 

276 316 399 - 

307 356 459 - - 

NORFOLK 

" DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
b . Sty 

-- 4U 459 487 

- 294 363 430 4S6 

226 252 305 357 378 

270 309 391 - 

NORTH 

PLATTE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 

-- 385 431 461 

- 285 350 409 439 

215 249 301 352 373 

270 308 389 - 

SCOTTS 

BLUFF 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- - 383 429 457 

288 353 416 442 

222 247 299 355 381 

267 305 385 — - 
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RULES AND REGULATIONS 
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INSURING OFFICE DENVER, COLO. _REGION VIII - DENVER 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 




0 

| 1 

T* 


or more 

DENVER 

DETACHED 

- 

332 

378 

442 

490 


SEMI-DETACHED/ROW 

306 

327 

364 

410 

442 


WALKUP 

247 

276 

323 

397 

435 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 ♦ Sty 

247 

276 

330 

• 

“ 

COLORADO 

DETACHED 

- 

- 

- 

- 

- 

SPRINGS 

SEMI-DETACHED/ROW 

213 

238 

265 

321 

367 


WALKU? 

209 

238 

265 

321 

363 


ELE VAIOR-2-4 Sty 

- 

- 

273 

- 

- 


5* Sty 

214 

238 

293 

“ 

" 

DURANGO 

DETACHED 

- 

- 

- 

- 

- 


SWl-DETACH ED/ROW 

225 

251 

299 

372 

430 


WALJCUP 

211 

230 

283 

348 

388 


ELEVATOR-2-4 Sty 

219 

238 

291 

- 

- 


5 . Sty 

222 

243 

299 


~ 

GRAND 

"b^tAiHEfi 

_ 

- 

- 

- 

- 

JUNCTION 

SEMI-DETACHED/ROW 

300 

321 

354 

399 

459 


WALKUp 

248 

277 

336 

374 

412 


ELEVATOR-2-4 Sty 

- 

285 

344 

- 

- 


5 * Sty 

248 

289 

356 

~ 


GREELEY 

DETACHED 


” 

"* 

" 

- 


SEMI-DETACHED/ROW 

- 

252 

293 

361 

417 


WALJCUP 

213 

231 

277 

337 

376 


ELEVATOR-2-4 Sty 

221 

239 

- 

- 

- 


5 ♦ Sty 

233 

240 

284 


* 

PUEBLO 


“ 



“ 

- 


SEMI-DETACHED/ROW 

234 

255 

286 

322 

378 


WALKU? 

208 

232 

273 

301 

338 


ELEVATOR-2-4 Sty 

- 

240 

281 

“ 

- 


5 * Sty 

210 

245 

293 

- 

“ 


INSURING OFFICE HELENA, MONT. _REGION VIII - DENVER 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 

r 7 

T* 

1 5 1 

4 or more 

HELENA 

DETACHED 

- 


353 

412 

450 


SEMI-DETACHED/ROW 


284 

349 

405 

443 


WALKUP 

222 

276 

340 

397 

435 


ELEVATOR-2-4 Sty 

237 

291 

354 

- 

- 


5 ♦ Sty 

247 

301 

364 

• 

• 

“billings 

DETACHED 

- 

- 

349 

397 

426 


SEMI-DETACHED/ROW 

- 

262 

341 

390 

419 


WALKUP 

213 

254 

332 

382 

412 


ELEVATOR-2-4 Sty 

227 

268 

345 

- 

. 


5 - Sty 

237 

278 

355 

• 

“ 

BOZEMAN 

DETACHED 

- 

- 

340 

402 

431 


SDLI-DETACHED/ROU 

- 

274 

333 

394 

423 


WALJCUP 

226 

266 

326 

386 

416 


ELEVATOR-2-4 Sty 

240 

282 

342 

- 

. 


5 • Sty 

250 

292 

352 

” 

“ 

BUTTE 


* 

“ 

341 

402 

432 ' 


SEMI-DETACHED/ROW 

- 

285 

333 

395 

425 


UALKUP 

228 

278 

326 

387 

418 


ELEVATOR-2-4 Sty 

242 

294 

343 

- 

- 


5 ♦ Sty 

252 

304 

353 


* 

GREAT FALLS 

DETACHED 

- 

- 

*34 


J19 


SEMI-DETACRED/ROW 

- 

268 

332 

382 

412 


WALKU? 

217 

260 

325 

375 

405 


ELEVATOR-2-4 Sty 

233 

271 

340 

- 

- 


5 ♦ Sty 

243 

281 

350 

• 

“ 

HAVRE 

DETACHED- 

- 

- 

335 

“751 

-51?- 


SEMI-DETACHED/ROW 

- 

254 

328 

374 

408 


WAUWP 

212 

247 

320 

366 

400 


ELEVATOH-2-4 Sty 

231 

263 

338 

- 

- 


5 - Sty 

241 

273 

348 




INSURING OFFICE HgLENA, MONT. _ REGION VIII - DENVER 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 j 2 | 3 | 4 or more 

KALISPELL 

DETACHED 

SEMI-DETACHED/ROW 

WALJCUP 

ELEVA TOR-2-4 Sty 
5 ♦ Sty 

- - 341 399 430 

• 263 333 392 425 

219 256 325 384 417 

236 270 340 - 

246 280 3S0 

MILES CITY 

SEMI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

- - 335 381 416 

- 254 328 374 408 

212 247 320 366 400 

231 263 338 

241 273 348 

MISSOULA 

DETACHED 

SEMI-DETACHED/ROW 

WALJCUP 

ELEVATOR-2-4 Sty 
5 • Sty 

” - 513 553 573 

- 267 333 393 424 

221 260 325 385 415 

238 275 341 

248 285 351 


Uetached ' 

SEMI-DETACHED/ROW 

WALJCUP 

ELE VATOR-2-4 Sty 

5 . Sty 

4 


DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
5 •• Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALJCUP 

ELEVATOR-2-4 Sty 

5 - Sty 

• 


INSURING OFFICE g>A * G0 » N.P. _ REGION VIII - DENVER 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 1 

1 1 

1 1 

1 5 1 

4 or more 

FARGO 

DETACHED 

- 


395 

465 

495 


SEMI-DETACHED/ROW 

- 

298 

340 

400 

440 


w 

WALXUP 

245 

280 

315 

390 

430 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 * Sty 

280 

320 

390 

• 


BISMARK 

DETACHED 

- 

- 

390 

“77*- 

4?5 


SEMI-DETACHED/ROW 

- 

285 

350 

410 

440 


WALXUP 

240 

275 

315 

390 

430 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 * Sty 

280 

335 

390 

“ 

“ 

DICKINSON 

DETACHED 

- 

330 

375 

435 

465 


SEMI-DETACHED/ROW 

- 

270 

320 

380 

410 


WALJCUP 

215 

260 

305 

370 

395 

1 

ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 * Sty 

250 

295 

355 

- 

- 

GRAND FORKS 

bETACHED 

- 

- 

400 

460 

490 


SEMI-DETACHED/ROW 

- 

292 

350 

405 

435 


WALKU? 

225 

280 

315 

380 

415 


ELEVATOR-2-4 Sty 

. 

_ 

. 

- 

- 


5 * Sty 

270 

no 

375 

- 

* 

MINOT 

DETACHED 

- 

- 

385 

”45— 

470 


SEMI-DETACHED/ROW 

- 

270 

340 

395 

435 


WALJCUP 

220 

260 

305 

375 

400 


ELEVATOR-2-4 Sty 

. 

. 

- 

• 

• . 


5 - Sty 

260 

310 

365 

- 

• 









SEMI-DETACHED/ROW 







WALJCUP « 







ELEVATOR-2-4 Sty 







5 - Sty 
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RULES AND REGULATIONS 


msrartfG office sioux falls, s. d. 


VIII - DENVER 


INSURING OFFICE SALT LAKE CITY, UTAH ^CICS VIH - DENVER 


MAMET AREA 

STRUCTURE TTPE 

NUMBER OF BEDROOMS 



0 

P 

1 3 

1 5 1 


or nor« 

SIOUX FALLS 

DETACHED 

- 


365 

385 


420 


SEMI-DETACHED/ROW 


30S 

340 

370 


400 


WALKUP 

250 

290 

320 

355 


385 


ELEVATOR.2-4 Sty 

26S 

300 

330 

365 


- 


5 * Sty 

270 

305 

335 

—- 


" 

ABERDEEN 

DETACHtD 

- 

- 

355 

385 


420 


SEMI-DETACHED/ROW 


300 

340 

370 


400 


WALKUP 

240 

280 

320 

355 


385 


ELE VA TOR *2-4 Sty 

2S0 

290 

330 

365 


- 


5 . Sty 

260 

300 

335 

— 


“ 

FORT THOMPSON 

DETACHED 

- 

- 

365 

397 


436 


SEMI-DETACHED/ROW 

- 

311 

349 

380 


421 


WALNUT 

2S9 

295 

330 

366 


400 


ELE VA TOR.2-4 Sty 

267 

303 

338 

374 


- 


5 • Sty 

271 

307 

342 

— 


• 

MCLAUGHLIN 

brfACHEO’ 

- 

- 


397 


4 36 


SEMI-DETACHED/ROW 

- 

31X 

34 8 

380 


421 


WALKUP 

259 

295 

330 

366 


400 


ELEVATOR-2-4 Sty 

267 

303 

338 

374 


- 


5 . Sty 

271 

307 

342 

— 


- 

MISSION 

DETACHED 

- 

- 

365 

397 


4 36 


SEMI-DETACHED/ROW 

- 

311 

349 

380 


421 


WALKUP 

259 

295 

330 

366 


400 


ELEVATOR-2-4 Sty 

5 ♦ Sty 

in 

in 

32 ! 

374 


- 

PIERRE 

" Di-tACHED 

- 

- 

365 

395 


430 


SEMI-DETACHED/ROW 

- 

310 

350 

380 


420 


WALKUP 

240 

285 

320 

360 


400 


ELEVATOH-2-4 Sty 

255 

295 

330 

370 


- 


5 . Sty 

260 

300 

335 

— 


~ 


INSURING OFFICE SIQtTX FALLS, S. D. REGION VIII ~ DENVER 


MAMET AREA 


RAPID CITY 


STRUCTURE TYPE 


DETACHED 

- 


365 

395 

435 

SEMI-DETACHED/ROW 

- 

315 

350 

380 

420 

VALE UP 

250 

290 

330 

370 

400 

ELEVATOR-2-* Sty 

265 

305 

340 

375 

. 

5 . Sty 

270 

310 

345 

- 

• 


DETACHED 

SEMI-DEIACRID/ROU 
WALKUP 

ELE VA TOR-2-4 Sty 
5 * Sty 


DETACHED 

SEMI-DETACHED/ROW 
WALKUP 

ELEVATOR-2-4 Sty 
> • Sty 


DETACHED 

SEMI-DETACHED/ROW 
WALKUP 

ELEVATOR-2-4 Sty 
5 * Sty 


DETACHED 

SEMI-DETACHED/ROW 
WALK UP 

ELEVATOR-2-4 Sty 
> . Sty 

DETACHED 


SEMI-DETACHED/RCW 
WALKUP 

ELEVATOH-2-4 Sty 
_ 5 . Sty 


NUMBER OF BEDROOMS 


MARKET AREA 

STRUCTURE TYPE 



NUMBER OF BEDROOMS 



0 

1 1 

T 3 


I 4 or aor« 

SALT LAKE 

DETACHED 

- 


352 

388 

441 

CITY 

SEMI-DETACHED/ROW 

- 

245 

267 

297 

325 


WALKUP 

180 

240 

262 

292 

317 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 - Sty 

233 

308 

352 

~ 

” 

CEDAR CITY 

DETACHED 

- 

- 

293 

324 

349 


SEMI-DETACHED/ROW 

- 

226 

263 

294 

312 


UALKU? 

168 

219 

257 

288 

306 


ELE VA TOR-2-4 Sty 

• 

• 

- 

- 

- 


. 5 ♦ Sty 

- 

- 

- 


- 

PROVO 

DETACHED 

- 

- 

308 

352 

406 


SEMI-DETACHED/ROW 

- 

245 

272 

308 

352 


WALKUP 

194 

238 

263 

299 

344 


ELEVATOR-2-4 Sty 

• 

_ 

- 

- 

- 


5 . Sty 

- 

- 

- 

- 

“ 

VERNAL 

tETACHED 

- 

- 

353 

415 

466 


SEMI-DETACHED/ROW 

- 

288 

344 

407 

458 


WALKUP 

178 

233 

280 

332 

374 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 - Sty 

- 


- 

- 

- 

MOAB 

DETACHED 

- 

- 

293 

324 

349 


S EMI-DETACHED/ROW 

- 

226 

263 

294 

312 


WAUOTP 

168 

219 

257 

288 

306 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 . Sty 

- 

- 

- 

- 

- 

LOGAN 

“DETACHED 

- 

- 

352 

388 

441 


SEMI-DETACHED/ROW 

- 

245 

267 

297 

325 


WALKUP 

180 

240 

262 

292 

317 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 • Sty 

238 

308 

352 

- 


INSURING OFFICE CASPE *’ W0 


REGION 

vnr 

- DENVER 


MARKET AREA 

STRUCTURE TYPE 

HUMBER OF BEDROOMS 



0 1 


TM 

^7 

4 or »or* 

CASPER 

DETACHED 



461 

526 

590 


SEMI-DETACHED/ROW 

- 

317 

418 

526 

576 


WALKUP 

273 

317 

418 

526 

576 


ELEVATOR-2-4 Sty 


- 

- 

- 

- 


5 - Sty 

358 

418 

490 

• 

" 

CHEYENNE 

DETACHED 

- 

- 

447 

526 

57S 


SEMI-DETACHED/ROW 

- 

317 

390 

512 

562 


WALKUP 

266 

317 

390 

512 

562 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 * Sty 

332 

403 

461 

“ 

” 

CODY 

DETACHED 

- 

- 

418 

489 

548 


SEMI-DETACHED/ROW 

• 

331 

396 

480 

526 


UALKU? 

267 

324 

396 

468 

526 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 • Sty 

338 

396 

461 


“ 

GILLETTE 

bETACHED 

- 

- 

447 

541 

605 


SEMI-DETACHED/ROW 

- 

317 

418 

533 

591 


WALKUP 

273 

317 

418 

526 

570 


EUVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 ♦ Sty 

346 

411 

480 


” 

JACKSON 

DETACHED 

- 

- 

483 

576 

634 


SEMI-DETACHED/ROW 

- 

361 

447 

541 

597 


WALKUP 

302 

346 

432 

533 

562 


ELEVATOR-2.4 Sty 

- 

- 

- 

- 

- 


5 - Stv 

374 

426 

497 

" 

“ 

LARAMIE 

DETACHED 

- 

“ 

421 

497 

-- 


SEMI-DETACHED/ROW 

- 

332 

403 

497 

548 


WALKUP 

266 

324 

396 

497 

538 


ELEVATOR-2-4 Sty 

- 

- 

- 

- 

- 


5 - Sty 

324 

396 

453 

* 

* 
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RULES AND REGULATIONS 
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tHsraun; omct c^speb. wo _ntctos vm - oenveb <eIA omcs us akcelts, ca. _ wctos lx ~ SM< n>ANC!SC0 


HARXET AREA 

STRUCTURE TYPE 

HUMBER OF BEDROCKS 

• 1 1 1 ! 1 1 1 

RIVCTTON 

DETACHED 

SEKl-DCTACHED/ROW 

WALXUP 

ELEVATOR-2-A St> 
5 • Sty 

418 491 S48 

- 331 396 476 526 

266 324 396 468 526 

331 396 461 

ROCK SPRINGS 

DETACHED 

SIMI-DETACHED/ROW 

WALXUP 

ELEVA70R-2-4 Sty 
5 - Sty 

468 S33 60S 

324 432 533 590 

281 324 418 533 S76 

367 42S 483 


DETACHED 

SBU-rETACHED/ROW 

WALXUP 

ELEVATOR-2 *k Sty 
5 - Sty 



DETACHED 

SIMI-DETACHED/ROW 

WALXUP 

ELE VATOR-2-4 Sty 

S . Sty 



DETACHED 

SEX!-DETACHED/ROW 

WALXUP 

ELEVATOR-2-* Sty 

5 - Sly 



‘5b*a2HjB - 

SEMl-OETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 * Sty 



MAXXKT AREA 

STRUCTURE TTFE 



NUMBER OF BEDROOMS 



0 

1 ■ 

[ 2 


I 4 or aore 

LOS ANGELES 

DETACHED 

— 


S28 

588 

670 


SENI-DETACHED/ROW 

— 

460 

487 

541 

613 


WALXUP 

294 

349 

443 

471 

511 


ELEVATOR-2-4 Sty 

309 

364 

458 

486 

526 


5 . Sty 

388 

SOI 

699 

— 

— 

BAKERSFIELD 

DETACHED 

— 

— 

406 

491 

585 


SEMI-DETSCHED/ROW 

— 

293 

380 

467 

504 


WALXUP 

244 

280 

363 

448 

488 


ELEVATOR-2-4 $ty 

2S9 

295 

378 

463 

510 


5 . Sty 

372 

414 

530 

— 

-— 


DETACHED 

_ 

—- 

446 

478 

519 

LANCASTER 





SEMI-DETACHED/ROW 

— 

288 

383 

424 

458 


WALXUP 

240 

275 

354 

406 

448 


ELEVATOR-2-4 Sty 

255 

290 

369 

409 

4 SI 

4 

5 • Sty 

368 

411 

533 

— 

— 

OXNARD 

TffAWB- 

— 

— 

494 

526 

S84 


SOt I-DETACHED/ROW 

— 

371 

428 

509 

553 


WALXUP 

284 

319 

363 

434 

475 


ELEVATOR-2-4 Sty 

299 

334 

378 

449 

490 


5 ♦ Sty 

412 

453 

530 

— 

— 

SANTA 

DETACHED 


rr— 

584 

616 

658 




BARBARA 

SEMI-DETACHED/ROW 

— 

379 

467 

587 

634 


WALXUP 

289 

325 

399 

510 

5S3 


ELEVATOR-2-4 Sty 

304 

340 

414 

52S 

568 


5 * Sty 

416 

460 

566 


SANTA 

DETACHED 

— 


401 

434 

~m - 

MARIA 

SEMI-DETACHED/ROW 

— 

307 

363 

406 

443* 


WALXUP 

248 

283 

331 

372 

414 


ELEVATOK-2-4 Sty 

263 

298 

346 

387 

429 


S . Sty 

378 

421 

502 

— 

— 


tssrniK orncE phoekix, ariz, _ ugios tx - sam pbasciscq 


OfPICS Ufl AKCELES, CA. _ B£CIOX XX - SMI tHAHCISCO 


MAEX2T AREA 

STRUCTURE TTFE 

NUMBER OF BEDROOMS 




1 

1 ' 1 

M 

A or sore 

PHOENIX 

DETACHED 


— 

350 

410 

459 


SEMI-DETACHEE/ROW 

— 

293 

330 

370 

410 


WALXUP 

210 

253 

315 

370 

410 


ELEVATOR -2-4 Sty 

245 

280 

355 

_ 

— 


5 * Sty 

321 

376 

475 

— 

— 

CASA GRANDE 

DETACHED 

— 

— 

310 

380 

431 


SEMI-DETACHED/ROW 

— 

264 

303 

38Q 

431 


WALXUP 

23S 

264 

302 

361 

384 


ELE VA TOR-2-4 Sty 

242 

281 

. 319 

— 

— 


S ♦ Sty 

***** 

***** 

***** 


****** 

FLAGSTAFF 

DETACHED 

— 

— 

365 

458 

470 


SEMI-DETACHED/ROW 

— 

252 

300 

340 

381 


WALXUP 

221 

252 

300 

340 

381 


ELEVATOR-2-4 Sty 

238 

269 

317 

— 

— 


5 Sty 

— 

— 

— 

— 

— 

REAMS 

"5eTa535- 

— 

— 

307 

342 

412 

CANYON 

SEMI-DETACHED/ROW 

— 

221 

307 

332 

402 

. 

WALXUP 

188 

211 

248 

296 

344 


ELEVATOR-2-4 Sty 

205 

228 

265 

— 

— 


5 ♦ Sty 

— 

— 

— 

“— 

— 

TUCSON 

DETACHED 

— 

— 

366” 

407 

456 


SEMI-DETACHED/ROW 

— 

267 

327 

397 

447 


WALXUP 

230 

246 

309 

382 

424 


ELEVATOR-2-4 Sty 

247 

263 

326 

— 

— 


5 * Sty 

344 

372 

486 

— 

— 

YUMA 

"DHTA3?Sr--- 

— 

— 

361 

405 

454 


SOtt-DETACHSD/ROW 

— 

307 

341 

383 

430 


WALXUP 

231 

264 

324 

362 

399 


ELEVATOR-2-4 Sty 

248 

281 

341 

— 

— 


5 . Sty 

— 

— 

— 

— 

— 


MARKET AREA 

STRUCTURE TTPE 

NUMBER OF BEDROCKS 

0 | 1 | 2 | 3 | 4 or sore 

VENTURA 

DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

494 526 584 

- 371 428 509 553 

284 319 363 434 475 

299 334 378 449 490 

412 453 530 - 

PASA 

ROBLES 

DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 - Sty 

- 530 563 604 

347 410 505 550 

259 294 343 429 471 

274 309 358 444 486 

389 432 514 - 


DETACHED 

SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 
5 • Sty 



iOt I-DETACHED/ROW 

WALXUP 

ELE VATOR-2-4 Sty 

5 * Sty 



DETACHED 

SEMI-DETACHED, / ROU 

WALXUP 

ELEVATOR-2-4 Sty 

5 «■ Sty 



SEMI-DETACHED/ROW 

WALXUP 

ELEVATOR-2-4 Sty 

5 - Sty 
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25630 


RULES AND REGULATIONS 


INSURING OFFICE SACRAMENTO, CA. _ REGION ** ~ SAN FRANCISCO 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 1 

1 

1 2 1 

* | 

4 or aor« 

SACRAMENTO 

DETACHED 

— 

— 

359 

404 

464 


SEMI-DETACHED/ROW 

— 

287 

341 

387 

455 


WALKU? 

224 

258 

302 

371 

420 


ELEVAT0R-2-A Sty 

300 

325 

370 

__ 

— 


5 • Sty 

335 

375 

431 

— 

— 

CHICO 

DETACHED 

— 

— 

372 

420 

482 

SEMI-DETACHED/ROW 

— 

298 

354 

402 

473 


WALKUF 

223 

273 

306 

377 

425 


ELEVATOR.2-4 Sty 

312 

338 

385 

— 

— 


S * Sty 




— 

””” 

DAVIS 

DETACHED 

— 

— 

359 

404 

464 


SEMI-DETACHED/RCV 

— 

287 

341 

393 

455 


WALKU? 

225 

271 

310 

393 

420 


ELEVATOR-2.4 Sty 
5 * Sty 

300 

IS 

1 Ul 

370 

— 

ni 

PLACERVILLE 

"D£TA6iEfi 

— 

— 

368 

414 

480 


SIMI-OETACH ED/ROW 

— 

294 

350 

397 

467 


WALKUF 

229 

265 

310 

381 

431 


ELEVATOR-2-4 Sty 

5 • Scy 

308 

333 

380 

— 

— 

REDDING 

OETACHEO 

— 

— 

373 

420 

482 


SEMI-DETACHED/SON 

— 

298 

354 

402 

473 


WALKUF 

225 

257 

297 

368 

405 


ELEVATOR.2-* Sty 

5 - Sty 

312 

338 

385 


HI 

STOCKTON 

DETACHED 

— 

— 

341 

404 

460 


SEMI-DETACHED/ECU 

— 

284 

335 

386 

435 


WALXL'P 

215 

256 

293 

368 

420 


ELEVATOR-2-- 5ty 

300 

325 

370 

— 

— 


5 - Sty 

_US- 

—211 

431 

— 

— 


INSURING OFFICE SAN DIEGO, CA. _ RECTOS IX - SAN FRANCISCO 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | 1 | 2 | 3 | 

SAN DIEGO 

DETACHED 

SEMI-DETACHED/ROW 

WALK UP 

ELEVATOR-2-4 Sty 
5 - Sty 

-- 441 493 537 

363 419 462 503 

269 319 373 431 467 

338 390 489 - 

36C 443 542 - - 

EL CAJON 

\ 

DETACHED 

SEMI-DETACHED/ROW 

WALKUF 

ELEVATOR-2-4 Sty 
5 - Sty 

- ... 441 493 53? 

363 419 462 503 

269 319 373 431 467 

338 390 489 - 

360 443 542 - - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUF 

ELEVATOR-2-4 Sty 
5 - Sty 



Cached 

SD1I-OETACHED/ROW 

WALKUF 

ELEVATOR-2-4 Sty 

5 * Sty 



DETACHED 

SEMI-DETACHED/ROW 

WAIKU? 

ELEVATOR-2-4 Stv 

5 - .Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVATOh- 2-4 Sty 

5 - Sty 



INSURING OFFICE SACRAMENTO, CA. REGION ^ “ SAN FRANCISCO AREA OFFICE SAN FRANCISCO# CA. REGION ^ * SAN FRANC*SCO 


MARKET ARIA 

STRUCTURE TYPE 

SUMBER OF BEDROOMS 

| 1 | 2 | 3 | 4 or Mrt 

SAN 

FRANCISCO 

DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

elevator- 2-* St, 
5 - Sty 

839 935 970 

- 526 716 798 827 

436 463 631 703 729 

460 498 670 - 

577 623 812 - 

FRESNO 

DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-- Sty 

423 433 506 

- 300 351 419 444 

243 262 325 391 416 

298 335 413 - 

413 462 564 - 

MODESTO 

DETACHED 

SEMI-DETACHED/ROW 

WALKUF 

ELEVATOR-2-* Sty 
5 - Sty 

-- 388 441 462 

- 295 343 410 426 

249 273 324 385 411 

298 335 408 - 

417 466 564 - 

SAN JOSE 

“D?tAiH£6 T ' 

SEMI-DETACHSD/ROU 

WALKUF 

ELEVATOR-2-4 Sty 

5 - Sty 

469 492 539 

- 348 407 481 515 

293 348 407 481 515 

324 363 442 - 

491 534 646 - - 

OAKLAND- 

MARIN 

DETACHED 

SEMI-DETACHED/HOW 

WALKU? 

ELEVATOR-*.* Sty 
5 • Sty 

- - 643 702 719 

- 426 485 577 605 

298 342 408 500 545 

316 352 472 - 

449 512 619 - 


DETACHED 

SEMI-DETACHED/ROW 

VALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 



MARKET AREA 

STRUCTURE TYPE 

NUMBER OP 3EDROOMS 

0 | l | 2 | 3 | * or sore 

YREKA 

DETACHED 

SEMt-DETACHED/XOW 

WALKUF 

ELEVATOR-2-* Sty 

5 - Sty 

-- 378 427 492 

30 2 365 410 483 

234 274 283 395 448 

297 322 366 - 

SUSANVILLE 

DETACHED 

SEMI-DETACHED/ROW 

WALKUF 

ELEVATOR-2-* Sty 
S - Sty 

- - 467 526 S87 

- 327 384 443 504 

217 294 372 440 500 

297 322 372 - 


DETACHED 

S EM I-DETACHED/ROW 

WALKU? 

ELEVATOR-2-* Sty 
5 . Scy 


• 

DETACHED 

SEMI-DETACHED/ROW 

WALKUF 

El£VATOR-2-* Sty 
i - Sty 



DETACHED 

SEMI-DETACHEO/ROW 

WALKU? 

ELEVATOR-2-9 Sty 
S - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUF 

ELEVA TOR-2-4 Sty 

5 • Sty 
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RULES AND REGULATIONS 25631 


tg saam omcs sawtx ana, ca. reciom ix > ban francisco 


market area 

STRUCTURE TTFE 

HUMBER Of BEDROOH3 

0 | 1 | 2 | 3 | 4 or oor« 

SANTA ANA 

DETACHED 

SENI-DETACHED/ROW 

walxup 

ELEVATOR-2-4 Sty 
5 - Sty 

- 405 497 566 

- 312 385 456 530 

241 302 363 421 455 

256 318 381 - - 

370 442 538 - - 

SAN 

BERNARDINO 

DETACHED 

SEW I-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
5 • Sty 

-- 335 <07 473 

- 260 325 393 439 

219 252 316 371 410 

234 268 334 '- - 

344 384 483 - - 


DETACHED 

S Dll-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
S ♦ Sty 



DETACHED 

SEN!-DETACHED/ROW 

WALKUP 

EL£VATOR-2-4 Sty 

5 • Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR -2-4 Sty 
5 • Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 



iwinmnj oftici tSKo, hcv. __region ix - sas francisco 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 

0 | 1 | 2 | 3 | 4 or *or« 

RENO 

DETACHED 

SEMI-DETACHED/MV 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

- - 430 572 5*2 

331 406 482 - 

264 308 381 461 

271 320 394 - - 

307 362 459 - - 

LAS VEGAS 

DETACHED 

SEMI -DETACHED/ROV 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

412 491 506 

317 368 451 

267 317 368 451 

274 329 381 - 

310 371 446 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
i . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELE VA TOR-2-4 Sty 

5 * Sty 



DETACHED 

StMI-DETACHED/ROW 

WALKUP 

ELE VA TOR-2-4 Sty 

5 • Sty 



”52taTHB “ 

SEMI-DITACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 . Sty 



XZZA 


omcz HONOLULU 


RECION IX - SAM FRA SCI SCO 


OFFICE ANCHORAGE, ALASKA EECION X - SEATTLE 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 



0 1 

*1 

M 

*T 

4 or sore 

HONOLULU 

DETACHED 



474 

551 

633 


SEMI-DETACHED/ROW 

— 

379 

412 

499 

532 


WALKUP 

283 

325 

396 

469 

504 


ELEVATOR-2-4 Sty 

291 

333 

404 

— 

— 


5 « Sty 

311 

348 

409 

““** 

— 

GUAM 

DETACHED 

— 

— 

444 

51S 

556 


SEMI-DETACHED/ROW 

— 

364 

403 

474 

515 


WALKUP 

234 

293 

381 

446 

— 


ELEVAIOR-2-4 Sty 
3 ♦ Sty 


— 

::: 


H 

HILO 

DETACHED 

— 


378 

451 

5TT5 


SEMI-DETACHED/ROW 

— 

318 

361 

434 

477 


WALKUP 

255 

280 

311 

388 

424 


ELEVATOR-2-4 Sty 

263 

288 

319 

— 

— 


5 - Sty 

— 

— 

— 

— 

— 


TfcYACHKb- 

_ _ 

_ 

439 

500 

S41 

KAUAI 







SEMI-DETACHED/ROW 

— 

382 

414 

473 

516 

* 

WALKUP 

272 

305 

331 

404 

438 


ELEVAIOR-2-4 $ty 

280 

312 

339 

— 

— 


5 • Sty 

— 

— 



***** 

KONA 

DETACHED 

— 

— 

418 

491 

534 

SEMI-DETACHED/ROW 

— 

358 

401 

474 

517 


WALKUP 

268 

303 

368 

445 

481 


ELEVATOR-2-4 Sty 

276 

311 

376 

— 

— 


5 - Sty 

— 

— 

— 




“DETACH 

__ 

_ _ 

440 

51! 

?sl 

MAUI 







SQ1I-DETACHED/ROW 

— 

393 

420 

495 

S38 


WALKUP 

260 

303 

399 

479 

516 


ELEVATOR-2-4 Sty 

268 

311 

407 

— 

— 


S ♦ Sty 

— 

— 

*“—' 




MARKET AREA 

STRUCTURE TYPE 



NUMBER. Of 3EOROOMS 



0 1 

1 

dj 

’ | 

4 or nora 

ANCHORAGE 

DETACHES 


— 

625 

632 

702 


SEMI-DETACHED/ROW 

— 

538 

596 

608 

67 S 


WALKUP 

359 

441 

SOI 

533 

592 


ELEVATOR-2-4 Sty 

489 

576 

644 

... 

— 


5 * Sty 

498 

586 

655 

... 


FAIRBANKS 

DETACHED 

— 

— 

618 

674 

7 34 


SEMI-DETACHED/ROW 

— 

530 

594 

667 

720 


WALKUP 

465 

505 

571 

642 

706 


ELEVAIOR-2-4 Sty 

570 

655 

729 

... 

--- 


5 • Sty 

581 

668 

743 

— 

— 

JUNEAU 

DETACHED 

_ _ _ 

— 

597 

652 

711 






SEMI-DETACHED/ROW 

— 

509 

564 

621 

678 


WALKUP 

419 

468 

S24 

587 

646 


ELEVATOR-2-4 S ty 

465 

510 

567 

— 

— 


5 ♦ Sty 

474 

520 

578 

— 

— 


&&tACHED 


_ 

492 

598 

613 

KETCHIKAN 








SEMI-DETACHED/ROW 

— 

396 

469 

530 

594 


WALKUP 

322 

372 

443 

505 

566 


ELEVATOR-2-4 Sty 

395 

482 

565 

— 

— 


5 ♦ Sty 

402 

492 

577 

— 

— 


DETACHED 

_ _ _ 

678 

745 

819 

902 

BARTER 





ISLAND, 

SEMI-DETACHED/HOW 

— 

658 

724 

796 

876 

NORTH 







COASTAL 

WALKUP 

581 

639 

703 

773 

850 

AREA 







ELEVA TOR-2-4 Sty 

—— 



—- 

**■•“ 


5 • Sty 

***** 

***** 


... 

... 

COASTAL 


— 

678 

7*5 

819 

902 

AREA. 

SEMI-OBTACKKD/ROU 

—- 

658 

724 

796 

876 

NORTH OF 







ALEUTIANS 

WALKUP 

581 

639 

7 03 

773 

850 


ELEVATOR-2-4 5ty 

— 

— 

— 

— 

— 


5 - Sty 

— 

— 

— 

... 
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25632 


RULES AND REGULATIONS 


kciok t - mmi 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 




1 

rn 

3 

| 4 or ®or« 

BOISE 

DETACHED 


— 

419 

478 

507 


SEMI-DETACHED/ROW 

— 

311 

372 

425 

462 


WALKUP 

243 

285 

338 

397 

432f 


ELEVATOR-2-4 Sty 

297 

364 

425 

— 

— 


5 • Sty 

312 

382 

463 

—- 

— 

IDABO FALLS 

DETACHED 

— 

— 

415 

467 

511 


SEMI-DETACHED/ROW 

— 

320 

364 

437 

461 


WALKUP 

259 

283 

349 

422 

457 


ELEVATOR-2-4 Sty 

303 

371 

433 

— 

— 


5 . Sty 

318 

389 

472 

— 

... 


DETACHED 



306 

345 

384 

McCall 






SWI-DETACHED/ROW 

— 

234 

273 

319 

358 


WALKUP 

176 

215 

254 

306 

345 


ELEVATOR-2-4 Sty 

— 

— 

—- 

— 

- - 


5 • Sty 

222 

273 

326 

... 

— 


DETACHED 

... 

_ 

428 

474 

505 

POCATELLO 

SEMI-OETACHED/ROW 

... 

316 

371 

431 

461 


WALKUP 

246 

289 

356 

428 

451 


ELEVATOR-2-4 Sty 

300 

367 

429 

... 

_ 


5 * Sty 

315 

386 

467 

— 

— 

TWIN FALLS 

DETACHED 

— 

— 

395 

448 

479 


SEMI-DETACHED/BOW 

— 

300 

370 

410 

450 


WALKUP 

235 

259 

329 

374 

401 


ELEVATOR-2-4 Sty 
5 . Sty 

283 
297 

347 

364 

405 

441 

— 

—- 


DETACHED 

... 

... 

429 

472 

514 

LEWISTON 

SEMI-DETACHED/ROW 

_ 

286 

365 

423 

460 


WALKUP 

247 

273 

329 

395 

432 



295 

361 

422 




ELEVATOR-2-4 Sty 
5 ♦ Sty 

309 

379 

459 

— 

— 

AREA 0 

rriCE BOISE. IDAS 

10 


REGION 

X - 

SEATTLE 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 


0 | 1 | 2 | 3 | 4 or «or« 

COEUR 

D’ALENE 

DETACHED 

SEMI-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

- ... 395 440 489 

- 280 365 418 446 

220 261 321 380 420 

281 344 402 - - 

295 361 438 - 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 JL Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 *Sty 


* 

&ETACHE0 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
S . Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 



omci ro»Tt*»D, o»». _ueiw 1 ~ 5I * TTLe 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 1 1 1 2 1 1 1 

PORTLAND 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

- ... 31* 380 415 

217 248 307 365 401 

209 236 289 343 380 

2*8 311 360 - - 

275 345 400 - 

BEND 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

_ _ 290 363 403 

- 2*3 28* 351 383 

19* 231 270 334 364 

236 286 332 - 

262 318 369 - 

COOS BAY 

DETACHED 

SEMI-DETACHED/ROU 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 

29* 327 361 

251 284 318 350 

201 234 268 301 335 

242 289 330 - - 

269 321 367 - - 

EUGENE 

DETACHED 

S EMI-DETACHED/ROW 

WALKUP 

ELE VATOR-2-4 Sty 

5 ♦ Sty 

305 371 407 

248 281 335 368 

212 236 270 323 355 

2*8 287 329 - - 

276 319 365 - - 

MEDFORD 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

— 306 352 392 

2*7 292 338 378 

199 232 28* 320 353 

239 287 3*6 —- 

266 319 38*- - 

ONTARIO 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 • Sty 

305 3*6 387 

- 243 284 332 375 

187 228 270 325 367 

21* 262 313 

238 291 3*8 - 


M£A omci PO»TXA!<l). 0»t. _ AICION X - StATTLE 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 


0 | 1 | 2 | 3 | 4 or sera 

WEST SALEM 

DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 

298 360 390 

- 249 283 345 375 

207 2*0 276 332 370 

250 298 3*0 - 

278 331 378 - 


DETACHED 

SEMI-DETACKED/ROW 

WALKUP 

ELE VATOR-2-4 Sty 
5 - Sty 

- 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 . Sty 



TeTaChe!) - 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 ♦ Sty 

• 


DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 
5 ♦ Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKUP 

ELEVATOR-2-4 Sty 

5 - Sty 
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RULES AND REGULATIONS 


25633 


AREA OFFICE SEATTLE. WASH. _ REGION X - SEATTLE 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OP BEDROOMS 



• 1 

1 

]71 

T1 

4 or sore 

SEATTLE 

DETACHED 


— 

329 

405 

436 


SZMI-DETACHED/ROW 

— 

271 

329 

377 

424 


WALKCP 

21$ 

259 

324 

372 

421 


ELEVATOR-2-4 Sty 

2 SO 

316 

370 

— 



5 • Sty 

2 7 A 

346 

408 

—- 

— 

ABERDEEN 

DETACHED 

— 

— 

306 

367 

413 


SEMI-OETACHED/ROW 

— 

259 

306 

361 

413 


WALKU? 

226 

259 

302 

344 

394 


ELEVATOfi-P-A Sty 

2SO 

279 

342 

— 

— 


5 j- Sty 

2 7 S 

313 

383 

— 

— 


DETACHED 


_ _ 


403 

448 

BELLINGHAM 

SEMI-DETACHXS/ROW 

— 

254 

306 

371 

416 


WALKU? 

206 

2)4 

287 

340 

383 


ELEVAI0R-2-4 Sty 

260 

278 

333 

_ 

_ 


5 ♦ Sty 

286 

311 

37 3 

—- 

— 

LONGVIEW 

detached- 

— 

— 

308 

367 

422 


SIX I-DETACHED/ROW 


255 

308 

358 

422 


WALKU? 

208 

241 

287 

344 

395 


EL£VATOR-2-4 Sty 

249 

300 

348 

_ 

__ 


5 . Sty 

274 

336 

390 

— 

— 

OLYMPIA 

DETACHED 

— 

— 

120 

372 

420 


SEMI-DETACHED/ROW 

— 

246 

288 

350 

404 


WALKU? 

216 

236 

288 

350 

404 


ELEVATOR-2-4 Sty 

250 

305 

349 

— 

— 


5 * Sty 

275 

342 

391 

.— 

— 

PORT ANGELES 


— 

— 

324 

380 

421 


SEMI-DETACHED/ROW 

— 

247 

298 

360 

404 


VALEUP 

199 

239 

296 

351 

386 


ELEVAJOR-2-4 Sty 

236 

280 

3)7 

— 

— 


5 ♦ Sty 

260 

314 

377 

*•* 

”**• 


INSURIN'* OFFICE SPOKASR. WASH. _ AECtOM X - SEATTLE 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | l | 2 | 3 | 4 or Boris 

SPOKANE 

DETACHED 

SD1I-DETACHED/ROW 

WALK UP 

ELEVATOR-2-4 Sty 
5 . Sty 

-- 298 384 431 

- 251 282 349 391 

195 238 274 341 383 

249 310 365 - - 

274 341 401 - - 

CHENEY 

DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

EL£ VATOR-2-4 Sty 
5 . Sty 

- 298 384 431 

- 251 282 349 391 

195 2)8 274 )4L 383 

249 310 365 - 

274 341 401 - - 

KENNEWICK 

DETACHED 

SEXI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
5 * Sty 

368 435 475 

319 365 435 475 

220 268 326 385 425 

265 325 392 - - 

292 158 431 - 

PULLMAN 

■qe?aShe15 

SOI!-DETACH ED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 

5 • Sty 

334 404 444 

270 316 371 416 

210 , 256 308 363 398 

265 325 392 - 

292 341 401 - 


DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 

5 - Sty 



DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-6 Sty 

5 ♦ Sty 



OFFICE SEATTLE. WASH. RFC I ON * ~ «ATTLE 


MARKET AREA 

STRUCTURE TYPE 

NUMBER OF BEDROOMS 

0 | l | 2 | 3 | 4 or oora 

YAKIMA 

DETACHED 

SEXI-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
S ♦ Sty 

302 348 394 

- 267 292 347 389 

196 234 274 347 389 

243 280 332 - 

267 314 372 - 


DETACHED 

SEM1-DETACHRD/ROW 

WALKU? 

ELEVATOR-2-4 Sty 
5* Sty 



DETACHED 

5XMI-OEJACHED/ROW 

WALKU? 

ELE VA TOR-2-4 Sty 
5 • Sty 

5- 

• 

SIX I-DETACHED/ROW 

WALKU? 

ELEVATOR-2-4 Sty 

5 - Sty 



DETACHED 

SEXI-DETACHED/ROW 

WALKU? 

ELEVA TOR-2-4 Sty 
5 • 5 ty 



DETACHED 

SEMI-DETACHED/ROW 

WALKU? 

ELCVA TOR-2-4 Sty 
5 . Sty 



[PR Doc. 78-16194 Filed 6-12-78; 8:45 am] 
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PROPOSED RULES 


[4810-25] 

DEPARTMENT OF THE TREASURY 

Monetary Offices 
[31 CFR Part 129] 

PORTFOLIO INVESTMENT SURVEY 
REGULATIONS 

Proposed Rulemaking 

AGENCY: Department of the Treas¬ 
ury. 

ACTION: Proposed rulemaking and 
survey forms. 

SUMMARY: This notice proposes reg¬ 
ulations. together with forms and 
instructions, for portfolio investment 
surveys to implement the President's 
responsibilities under the Internation¬ 
al Investment Survey Act of 1976 (22 
U.S.C. 3101 et seq), regarding studies, 
.analyses, and mandatory surveys of 
foreign portfolio investment in the 
United States and United States port¬ 
folio investment abroad. The Presi¬ 
dent's responsibilities concerning port¬ 
folio investment were delegated to the 
Secretary of the Treasury pursuant to 
Executive Order 11961, 42 FR 4321, 
January 24, 1977. In addition, the ex¬ 
isting Part 129 of 31 CFR will be si¬ 
multaneously revoked, as it pertains to 
a 1974 foreign portfolio investment 
survey which has been completed. 

DATES: These regulations, together 
with forms and instructions, will 
become effective when published in 
final form in the Federal Register. 
Written comments on these proposed 
regulations, forms, and instructions 
must be received on or before July 14. 
1978. A public hearing will be held on 
July 10, 1978 at 10 a.m. in the “Cash 
Room" on the second floor. Depart¬ 
ment of the Treasury, 15th Street and 
Pennsylvania Avenue NW., Washing¬ 
ton, D.C. 

FOR FURTHER INFORMATION 
CONTACT: 

Leo Maley, Foreign Portfolio Invest¬ 
ment Project, Office of the Assistant 
Secretary (Economic Policy), U.S. 
Department of the Treasury. Room 
5465D. Main Treasury Building. 
Pennsylvania Avenue at 15th Street 
NW.. Washington, D.C. 20220. 202- 
566-8125. 

Primary Author Leo Maley. Foreign 
Portfolio Investment Project, Office of 
the Assistant Secretary (Economic 
Policy). U.S. Department of the Treas¬ 
ury, Room 5465D, Main Treasury 
Building. Pennsylvania Avenue at 15th 
Street NW.. 202-566-8125. 

SUPPLEMENTARY INFORMATION: 
On October 11. 1976 the President 
signed into law the International In¬ 
vestment Survey Act of 1976 (Pub. L. 
94-472; 90 Stat. 2059; 22 U.S.C. 3101. et 
seq (the "Act") which requires the col¬ 
lection and analysis of data relating to 


international investment and its effect 
upon the national security, commerce, 
employment, inflation, general wel¬ 
fare, and foreign policy of the United 
States. 

In Section 2 of Executive Order 
11961, 42 FR 4321, January 23. 1977, 
the President designated the Secre¬ 
tary of the Treasury as the federal ex¬ 
ecutive responsible for collecting the 
required data on portfolio investment. 
The Secretary of the Treasury has 
delegated this responsibility to the As¬ 
sistant Secretary for Economic Policy. 
This survey is subject to approval by 
the Office of Management and Budget 
under the Federal Reports Act (44 
U.S.C. 3501. et seq). 

The filing of these forms is manda¬ 
tory under Section 5(b)(2) of the Act. 
As provided in Section 5(c) of the Act, 
the information reported may be used 
only for analytical and statistical pur¬ 
poses and for enforcement proceedings 
as provided for in the Act. Access to 
the information shall be available only 
to officials and employees (including 
consultants and contractors and their 
employees) designated by the Presi¬ 
dent to perform functions under the 
Act. Except as specifically provided for 
in the Act, no official or employee (in¬ 
cluding consultants and contractors 
and their employees) shall publish or 
make available to any other person 
any information collected under the 
Act in such a manner that the person 
to whom" the information relates can 
be specifically identified. Reports and 
copies of reports prepared pursuant to 
the Act are confidential and their sub¬ 
mission or disclosure shall not be com¬ 
pelled by an person without the prior 
written consent of the person who 
filed the report and the customer of 
the person who filed the report where 
the information supplied is identifi¬ 
able as being derived from the records 
of the customer. 

The regulations, when published in 
final form, will supercede the existing 
Part 129 of 31 CFR which will be re¬ 
voked at that time. The existing Part 
129 applies to a 1974 foreign portfolio 
investment survey. The 1974 survey 
has been completed and the existing 
Part 129 is now obsolete. 

Pursuant to Section 5(a) of the Act, 
which authorizes the promulgation of 
such rules and regulations as may be 
necessary to carry out the purposes of 
the Act, the Department of the Treas¬ 
ury herewith promulgates proposed 
regulations pertaining to portfolio in¬ 
vestment surveys, together with pro¬ 
posed forms and instructions to carry 
out a benchmark survey of foreign 
portfolio investment in the United 
States authorized and directed by the 
Act. No survey of United States port¬ 
folio investment abroad is scheduled 
at this time. 


Dated: June 8, 1978. 

Daniel H. Brill, 
Assistant Secretary 
for Economic Policy . 


PART 129—PORTFOLIO INVESTMENT SURVEY 
REGULATIONS 

Subport A—Rosie roquiromonts 

Sec. 

129.1 Purpose. 

129.2 General definitions. 

129.3 Record keeping requirements. 

129.4 Reporting requirements. 

129.5 Response required. 

129.6 Confidentiality. 

129.7 Penalties. 

129.8 Miscellaneous. 

Subpart B—RuUt and regulations for Survey of For¬ 
eign Portfolio Investment in United States Securi¬ 
ties. 

129.9 Basic requirement. 

129.10 Specific definitions. 

129.11 Form TD F90-19.1—Report for 
United States issuers of securities (FPI- 
1 ). 

129.12 Form TD F 90-19.2-Report for 
United States holders of record (FPI-2). 

129.13 Special reports. 

129.14 Due date. 

Subpart C—Rules and regulations for Survey of 
United States Portfolio Investment Abrood. [Re¬ 
served] 

Authority: Pub. L. 94-472, 90 Stat. 2059 
(22 U.S.C. 3101, et seq); EO 11961, 42 FR 
4321, January 24. 1977. 

Subpart A—Basic Requirements 

§ 129.1 Purpose. 

The purpose of this part is to set 
forth the rules and regulations neces¬ 
sary to implement the data collection 
programs and analyses with respect to 
portfolio investment provided for by 
the International Investment Survey 
Act of 1976 (Pub. L. 94-472, 90 Stat. 
2059, 22 U.S.C. 3101 et seq. (the 
"Act")). The overall purpose of the 
Act is to provide comprehensive and 
reliable information concerning inter¬ 
national investment, including portfo¬ 
lio investment, while minimizing the 
reporting burden on respondents. 

129.2 General definitions. 

(a) "United States", when used in a 
geographic sense, means the several 
States, the District of Columbia, the 
Commonwealth of Puerto Rico, the 
Canal Zone, and all territories and 
possessions of the United States. 

(b) "Foreign", when used in a geo¬ 
graphic sense, means that which is sit¬ 
uated outside the United States or 
which belongs to or is characteristic of 
a country other than the United 
States. 

(c) "Person", means any individual, 
branch, partnership, associated group, 
association, estate, trust, corporation, 
or other organization (whether or not 
organized under the laws of any 
State), and any government (including 
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a foreign government, the United 
States Government or local govern¬ 
ment. and any agency, corporation, fi¬ 
nancial institution, or other entity or 
instrumentality thereof, including a 
government-sponsored agency). 

(d) “United States person” means 
any person resident in the United 
States or subject to the jurisdiction of 
the United States. 

(e) “Foreign person” means any 
person resident outside the United 
States or subject to the jurisdiction of 
a country other than the United 
States. 

(f) “Business enterprise” means any 
organization, association, branch, or 
venture which exists for profit making 
purposes or to otherwise secure eco¬ 
nomic advantage, and any ownership 
of any real estate. 

(g) “International investment” 
means (1) the ownership or control, di¬ 
rectly or indirectly, by contractual 
commitment or otherwise, by foreign 
persons of any interest in property in 
the United States, or of stock, other 
securities, or short- and long-term obli¬ 
gations of a United States person, and 
(2) the ownership or control, directly 
or indirectly, by contractual commit¬ 
ment or otherwise, by United States 
persons of any interest in property 
outside the United States, or of stock, 
other securities, or short- and long¬ 
term debt obligations of a foreign 
person. 

(h) “Direct investment” means the 
ownership or control, directly or indi¬ 
rectly, by one person of 10 percent or 
more of the voting securities of an in¬ 
corporated business enterprise or an 
equivalent interest in an unincorporat¬ 
ed business enterprise. 

(i) “Portfolio investment” means any 
international investment which is not 
direct investment. 

(j) “Foreign official institution” 
means central governments of foreign 
countries and their possessions, includ¬ 
ing recognized central banks of issue, 
including the following: 

(1) The treasuries, including minis¬ 
tries of finance, or corresponding de¬ 
partments of national governments; 
central banks, including all depart¬ 
ments thereof; stabilization funds, in¬ 
cluding official exchange stabilization 
funds, exchange control offices, or 
other governmental exchange authori¬ 
ties; and fiscal agents of the national 
governments which have as an impor¬ 
tant part of their functions, activities 
similar to those of a treasury, central 
bank or stabilization fund— Provided, 
That branches or agencies of foreign 
official banking institutions which are 
located in the United States shall not 
be considered foreign official institu¬ 
tions for purposes of data collection 
programs set forth in this Part. 

(2) Diplomatic and consular estab¬ 
lishments and other departments and 
agencies of national governments. 


such as military departments, pur¬ 
chasing commissions and state trading 
organizations. 

(3) Any international or regional or¬ 
ganization, or subordinate or affiliated 
agency thereof, created by treaty or 
convention between sovereign states. 
Provided, That the term “foreign offi¬ 
cial institution” shall not include the 
following: 

(l) Nationalized or other govern¬ 
ment-owned banks or corporations 
unless such banks or corporations fall 
within one of the descriptive catego¬ 
ries set forth in paragraph (j)(l) of 
this section. 

(ii) Personal accounts of foreign dip¬ 
lomatic and other official representa¬ 
tives of foreign countries. 

§ 129.3 Record keeping requirements. 

Persons subject to the jurisdiction of 
the United States shall maintain all 
information (including journals or 
other books of original entry, minute 
books, stock transfer records, lists of 
shareholders, or financial statements) 
which is necessary for carrying out the 
surveys and studies provided for by 
the Act. 

§ 129.4 Reporting requirements. 

Persons subject to the jurisdiction of 
the United States shall furnish under 
oath, any report containing informa¬ 
tion which is determined to be neces¬ 
sary to carry out the surveys and stud¬ 
ies provided for by the Act. Such re¬ 
ports may be required from, among 
others, United States persons in which 
foreign persons hold portfolio invest¬ 
ment; United States holders of record 
which hold, on behalf of foreign per¬ 
sons, portfolio investment in United 
States persons; United States persons 
which hold portfolio investment 
abroad; United States holders of 
record which hold, on behalf of United 
States persons, portfolio investment 
abroad; and United States interme¬ 
diaries which assist or intervene in the 
purchase or sale of interests in portfo¬ 
lio investment. 

§ 129.5 Response required. 

Reports, as specified in Subparts B 
and C of this part, are required from 
all persons subject to the reporting re¬ 
quirements, whether or not they are 
contacted by Treasury. In addition, 
any person Treasury contacts, either 
by sending"report forms or by inquir¬ 
ing in writing whether the person is 
subject to the reporting requirements 
of a survey conducted pursuant to this 
part, must reply in writing. The re¬ 
sponse must be made either by filing 
the properly completed report form or 
else by filing a written certified claim 
for exemption from filing a report. A 
claim for exemption must be filed 
within 30 days after the end of the cal¬ 
endar year being surveyed or within 30 
days after receiveing the forms. 
Whichever is later. 


§ 129.6 Confidentiality. 

Information collected pursuant to 
§ 129.4 will be kept in confidence. 

(a) Access to this information shall 
be available only to officials and em¬ 
ployees (including consultants and 
contractors and their employees) des¬ 
ignated by the President to perform 
functions under the Act. 

(b) Subject to § 129.6(d), the Presi¬ 
dent may authorize the exchange of 
information between agencies or offi¬ 
cials designated by him to perform 
functions under the act. 

(c) Nothing in this part shall be con¬ 
strued to require any Federal Agency 
to disclose information otherwise pro¬ 
tected by law. 

(d) This information shall be used 
soley for analytical or statistical pur¬ 
poses or for enforcement proceedings 
as provided for in the Act. 

(e) No official or employee (includ¬ 
ing consultants and contractors and 
their employees) may publish or make 
available to any other person any in¬ 
formation collected under the Act in 
such a manner that the person to 
whom the information relates can be 
specifically identified except as pro¬ 
vided for in this Section. 

(f) No person can compel the disclo¬ 
sure of reports, or copies of reports, 
prepared pursuant to this Part with¬ 
out the prior written permission of the 
person who filed the report and the 
customer of the person who filed the 
report where the information supplied 
is identifiable as being derived from 
the records of the customer. 

§129.7 Penalties. 

(a) Whoever fails to furnish any in¬ 
formation required by the Act or by 
any other rule, regulation, order or in¬ 
struction promulgated under the Act 
may be subject to a civil penalty not 
exceeding $10,000 in a proceeding 
brought in an appropriate United 
States court and to injunctive relief 
commanding such person to comply, 
or both. 

(b) Whoever willfully fail to submit 
any information required by the Act 
or willfully violates any other rule, 
regulation, order or instruction pro- 
mugated under the Act, upon convic¬ 
tion, shall be fined not more than 
$10,000 and, if an individual, may be 
imprisoned for not more than one 
year, or both. Any officer, director, 
employee or agent of any corporation 
who knowingly participates in such 
violation, upon conviction, may be 
punished by a like fin?, imprisonment, 
or both. 

(c) Any person who willfully violates 
§ 129.6 shall, upon conviction, be fined 
not more than $10,000, in addition to 
any other penalty imposed by law. 

§ 129.8 Misscellaneous. 

(a) Required information not availa¬ 
ble . All reasonable efforts should be 
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made to obtain information required 
for reporting. Every question on the 
appropriate report form must be an¬ 
swered, except where specifically 
exempted. 

<b) Estimates. When actual informa¬ 
tion cannot be obtained estimates will 
be accepted but should be labeled as 
such. 

(c) Space on form insufficient When 
space on a form is insufficient to 
permit a full answer to any question, 
the required information should be 
submitted on supplementary sheets 
appropriately labeled and referenced 
to the item number and the form. All 
supplementary sheets should be at¬ 
tached to the form to which they per¬ 
tain. 

(d) Number of copies. A single origi¬ 
nal copy of each report shall be filed 
with the Department of the Treasury. 
In addition, each person reporting 
shall retain a copy of his report. 

(e) Extension of reporting deadline. 
Written requests for extensions will be 
considered provided they are received 
at least fifteen (15) days prior to the 
due date of the report and that they 
enumerate substantive reasons neces¬ 
sitating the extension. 

(f) Other. Instructions concerning 
filing dates, mailing and information 
addresses, and specific instructions for 
completing the forms are contained in 
each report. General inquiries should 
be directed to: 

Foreign Portfolio Investment Project, 
Office of the Assistant Secretary (Eco¬ 
nomic Policy). U.S. Department of the 
Treasury, Washington, D.C. 20220, 
202 -. 

Subpart B—Rules and Regulations For Survey 
of Foreign Portfolio Investment In United 
States Securities 

§ 129.9 Basic requirement 

A survey of foreign portfolio invest¬ 
ment in United States securities will 
be conducted covering foreign owner¬ 
ship as of December 31, 1978. In addi¬ 
tion to the requirements contained in 
subpart A herein, specific additional 
rules and regulations are given below. 

§ 129.10 Specific definitions. 

(a) “Securities”, for purposes of this 
survey, means long-term marketable 
United States securities of debt and 
equity. Long-term securities have no 
contractual maturity (stocks) or an 
original maturity of more than one 
year from date of issue. Marketable se¬ 
curities include both bearer and regis¬ 
tered securities that are publicly 
traded or privately placed in United 
States and/or foreign markets. The 
term “securities'* includes common 
and preferred stocks or investment 
company shares, including rights, war¬ 
rants, and scrip; bonds, debentures, 
equipment trust certificates, and simi¬ 
lar long-term corporate debt instru¬ 


ments; long-term debt obligations of 
the United States Treasury, Federal fi¬ 
nancing institutions. United States 
Government corporations, and Feder¬ 
ally-sponsored agencies; and long-term 
debt obligations of State and local gov¬ 
ernments, including any agencies, cor¬ 
porations, financing institutions, or 
other instumentalities thereof. 

(b) “United States issuer*’ means any 
United States person who issues, 
through public or private distribution, 
any security. 

(c) “United States holder of record** 
means any United States person who 
is carried on stock transfer records or 
other ownership records as having 
title to any security of a United States 
issuer which he is holding on behalf of 
another person. “United States holder 
of record” includes such persons as 
nominees, custodians, agents, trustees, 
other fiduciaries, banks, brokers, or 
other intermediaries, who hold title to 
investments on behalf of another 
person. The term also extends to any 
United States person acting as a custo¬ 
dian for bearer securities, even though 
such person is not carried on owner¬ 
ship records as holding title to such se¬ 
curities. 

(d) “Reporter” means the United 
States person required to file a report, 
or for which the report is required to 
be filed, pursuant to this subpart. 

(e) “Foreign direct investor”, for 
purposes of this survey, means any 
foreign person who owns, directly or 
indirectly, ten (10) percent or more of 
the voting securities of an incorporat¬ 
ed United States business enterprise. 

(f) ‘‘Employer’s identification 
number (El)** means the unique tax¬ 
payer’s identification number assigned 
to an employer by the Internal Reve¬ 
nue Service. 

§129.11 Form TD F 90-19.1—Report for 
United States issuers of securities 
(hereinafter referred to as “Form FPI- 
1 ”). 

(a) W7to must report The reporting 
obligations of United States issuers 
are governed by the following classifi¬ 
cations: 

(1) Routine large issuer reporter- 
asset test. A report on Form FPI-1 is 
required from every private United 
States issuer irrespective of whether it 
has evidence of foreign investment, 
which, as of the latest available clos¬ 
ing date of its accounting records had: 

(1) Total consolidated assets of more 
than $50 million, if it is a nonbanking 
business enterprise; 

(ii) Total consolidated assets of more 
than $100 million, if it is a banking 
business enterprise. 

(2) Selected small issuer reporters— 
foreign ownership test. 

Except as otherwise provided in 
§ 129.11(c) below, a report on Form 
FPI-1 is required from every private 
United States issuer who is not a rou¬ 


tine reporter under § 129.11(a)(1) 
above, and who has evidence of for¬ 
eign ownership of its securities. This 
requirement applies without regard to 
size of the issuer’s assets determined 
under §§ 129;ll(a)(l)(i) and (ii) above. 

(b) Consolidated reports. Where sev¬ 
eral United States corporations are af¬ 
filiated with or under the control of a 
single United States parent corpora¬ 
tion, the parent corporation shall file 
a consolidated Form FPI-1 following 
generally accepted U.S. accounting 
principles as required for reports to 
shareholders. United States affiliates 
or subsidiaries which are not normally 
consolidated in the parent corpora¬ 
tion’s report to shareholders, must file 
their own Form FPI-1 if they meet 
the requirements in § 129.11(a) above. 

(c) Total exemption—asset test A 
report of Form FPI-1 is not required 
from any United States issuer, irre¬ 
spective of whether it has knowledge 
of foreign ownership of its securities, 
who. as of the latest available closing 
date of its books, had total consolidat¬ 
ed assets of less than $2 million. 

(d) Information reported. On Form 
FPI-1, private United States issuers of 
securities are required to report for¬ 
eign ownership, by country and issue, 
of securities issued by them which are 
held by foreign persons as of Decem¬ 
ber 31, 1978 and to supply certain in¬ 
formation relating to ownership distri¬ 
bution (domestic and foreign) of out¬ 
standing issues, type of foreign owner, 
industry of United States issuer and 
other information. Specific instruc¬ 
tions as to information to be reported 
are contained in the instructions to 
Form FPI-1. 

§129.12 Form TD F 90-19.2—Report for 
United States holders of record (here¬ 
inafter referred to as “Form FPI-2”). 

(a) Who must report Except as oth¬ 
erwise provided in § 129.12(c) below, a 
report is required to be filed on Form 
FPI-2 by any United States person 
who acts on behalf of a foreign person 
as a holder of record of any security of 
a United States issuer. Included are 
United States trustees who hold secu¬ 
rities in United States trusts created 
by foreign insurance companies and 
other foreign companies or foreign 
governments. 

(b) Combined report Where several 
nominees, trustees, or other holders of 
record are affiliated with or under the 
common control of a single bank, 
broker, or other institution, the parent 
institution shall file a combined Form 
FPI-2 on behalf of all such holders of 
record. 

(c) Exempted holders of record. A 
report on Form FPI-2 is not required 
from any holder of record who held 
for all its foreign customers, combined 
investments in United States securities 
aggregating $50,000 or less based on 
fair market value as of December 31, 
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1978. This exemption does not apply 
to holders of record under common 
management or control as described in 
§ 129.12(b) above, except where aggre¬ 
gate holdings of all holders of record 
under a single parent institution total 
$50,000 or less. 

(d) Information reported On Form 
FPI-2, United States holders of record 
are required to report foreign owner¬ 
ship, by country and issue, of all secu¬ 
rities which they held on behalf of 
foreign persons as of December 31, 
1978. Specific instructions as to infor¬ 
mation to be reported are contained in 
the instructions to Form FPI-2. 

§ 129.13 Special reports. 

Any person subject to the provisions 
of this subpart may be required to 
submit a special report which the Sec¬ 
retary of the Treasury deems neces¬ 
sary to supplement information sup¬ 
plied on Forms FPI-1 and FPI-2 or 
which may otherwise be necessary to 
enable the Secretary of the Treasury 
to carry out his function under the 
Act. 

§ 129.14 Due date. 

Reports on Forms FPI-1 and FPI-2 
are due on March 1, 1979. 

Subpart C—Rules and Regulations for Survey 

of United States Portfolio Investment 

Abroad—I Reserved] 

Survey of Foreign Portfolio Investment 
in United States Securities 

Proposed Forms and Instructions 
general instructions 

I. Definitions, (For the purpose of this 
notice, refer to proposed regulations of 31 
CFR 129.2 and 129.10 for definitions.) 

II. Who must report and forms required. 
(For the purpose of this n otice, refer to pro¬ 
posed regulations of 31 CFR 129.11 and 
129.12.) 

III. Response required when contacted by 
Treasury. (For the purpose of this notice, 
refer to proposed regulations of 31 CFR 
129.5.) 

IV. Clarification of coverage and specific 
situations. A. Information to be reported. 

1. Form FPI-1 (Report for United States 
issuers of securities), a. Inclusions. Except 
as otherwise provided in these instructions, 
United States issuers must report all owner¬ 
ship (domestic and foreign), as of December 
31, 1978. of the foUowing securities: 1. 
Common and preferred stocks or Investment 
company shares, including rights, warrants, 
and scrip. 2. Bonds, debentures, equipment 
trust certificates and similar longterm debt 
instruments, including marketable long¬ 
term notes. Do not include as securities, 
long-term liabilities which are reportable on 
Treasury International Capital (TIC) Form 
C-l/2, Liabilities To, and Claims On, “For¬ 
eigners". pursuant to 31 CFR 128.15. 

1. Intercompany holdings. Form FPI-1 
should exclude from the listing and descrip¬ 
tion of the issuer’s securities, all issues held 
entirely within the reporter’s company 
system. For example, if a domestic subsidi¬ 
ary has one issue of securities held entirely 
by its parent corporation as well as other 


publicly-held issues, only the latter should 
be listed and described in the appropriate 
items on Form FPI-1. 

2. Issues of foreign subsidiaries. Issues of 
securities of subsidiaries or affiliates incor¬ 
porated under the laws of a foreign jurisl- 
dictlon should not be listed and described as 
issues of the reporter on Form FPI-1. Bonds 
issued by foreign financing subsidiaries 
abroad to raise funds for use by the parent 
company in the United States are excluded 
from this survey and should not be reported 
on Form FPI-1. 

3. Certain types of long-term debt. All 
long-term debt obligations not covered by 
the definition of “securities" should be ex¬ 
cluded from Form FPI-1. Such debt obliga¬ 
tions include mortgages, certificates of de¬ 
posit. bank and other long-term loans, and 
non-marketable long-term notes. These obli¬ 
gations are reportable on Treasury Interna¬ 
tional Capital Form (TIC) C-l/2. 

4. Certain types of equity interests. All 
equity interests not covered by the defini¬ 
tion of “securities” should be excluded from 
Form FPI-1. Such equity interests include 
equity interests arising from ownership of 
policies or accounts with mutual insurance 
companies, mutual savings banks, and coo¬ 
peratives; limited partnership interests; and 
any fractional interest in oil and gas, real 
estate, crops, or other investment property. 

2. Form FPI-2 (Report for United States 
holders of record), a. Inclusions. Except as 
otherwise provided in these instructions. 
United States holders of record must Report 
ownership by foreign persons, as of Decem¬ 
ber 31, 1978, of the following United States 
securities: 1. United States private securi¬ 
ties. a. Common and preferred stocks or in¬ 
vestment company shares, including rights, 
warrants and scrip, b. Bonds, debentures, 
equipment trust certificates and similar 
marketable long-term debt instruments. 

2. United States public securities, a. Long¬ 
term debt instruments of the United States 
Treasury, Federal financing institutions. 
United States Government corporations, 
and Federally-sponsored agencies, including 
bonds, notes and similar debt instruments, 
b. Marketable long-term debt instruments 
of State and local governments including 
any agencies, corporations, financing insti¬ 
tutions or other instrumentalities thereof. 

b. Exclusions. 1. Certain equity interests. 
Equity Interests arising from policies or ac¬ 
counts with mutual Insurance companies, 
mutual savings banks, and cooperatives are 
not to be reported on Form FPI-2. Also to 
be excluded are limited partnership inter¬ 
ests and any fractional interest in oil and 
gas, real estate, crops, or other investment 
property. 

2. Certain United States trusts. Assets in 
United States trusts created by foreign indi¬ 
viduals are not to be reported on a Form 
FPI-2. 

B. United States Trusts. Trustees of the 
following foreign-created United States 
trusts holding United States securities are 
required to file a Form FPI-2 as a United 
States holder of record: 1. United States 
trusts created by foreign insurance compa¬ 
nies. 

Note.— Branches or agencies of foreign in¬ 
surance companies located in the United 
States are not foreign persons and, accord¬ 
ingly. United States trusts created by such 
branches or agencies should not be reported 
on Form FPI-2. 

2. United States trusts created by foreign 
companies or foreign governments. For ex¬ 
ample, a United States trust created under 


indentures relating to the Issuance or amor¬ 
tization of foreign dollar bonds or payment 
of interest thereon. 

C. Nationality of foreign individuals. Form 
FPI-I (Schedules A and B) and Form FPI-2 
(Schedule C) require a breakdown of indi¬ 
vidual holders of securities residing abroad 
to indicate whether the Individuals are 
United States nationals residing in a foreign 
country or foreign nationals residing 
abroad. 

All reasonable efforts should be made by 
United States issuers (Schedules A and B) 
and United States holders of record (Sched¬ 
ule C) to determine whether or not the indi¬ 
vidual foreign resident is a United States na¬ 
tional. In the absence of any contrary infor¬ 
mation. the reporter can estimate whether 
or not the individual is a United States na¬ 
tional by determining whether the individu¬ 
al holds a United States Social Security 
number. 

V. Reporting procedures. A. Required in¬ 
formation not available—All reasonable ef¬ 
forts should be made to obtain information 
required for reporting. Every question on the 
appropriate report form must be answered. 
However, line items and columns on at¬ 
tached schedules which are not applicable to 
a particular reporter should be left entirely 
blank. 

B. Estimates—When actual information 
cannot be obtained, estimates will be accept¬ 
able but must be labeled as such. 

C. Space on form insufficient^When 
space on a form is Insufficient to permit a 
full answer to any question, the required in¬ 
formation should be submitted on supple¬ 
mentary sheets appropriately labeled (in¬ 
cluding reporter name and E.I. number) and 
referenced to the item number and the 
form. All supplementary sheets, including 
continuation sheets should be attached to 
the form to which they pertain. 

D. Country detail and codes—Several 
items on the report forms and Schedules A 
and B request country information. Country 
detail and codes must be reported in accord¬ 
ance with the country list shown in Annex 
A. Please note that the country identifica¬ 
tion to be used in the report should include 
both the name of the country and the code 
number provided for each country. 

E. CUSIP number—Each issue of securi¬ 
ties reportable in Parts II and III, and on 
Schedules A and B of Form FPI-1, or on 
Schedule C of Form FPI-2. must be identi¬ 
fied by its CUSIP number in the space pro¬ 
vided. (The CUSIP number was developed 
by the Committee on Uniform Security 
Identification Procedures of the American 
Bankers Association. It is assigned to long¬ 
term securities by the CUSIP Service 
Bureau, Standard & Poor’s Corporation, 34 
Hudson Street, New York. N.Y. 10014). If a 
particular stock or long-term debt instru¬ 
ment does not have a CUSIP number, no 
entry should be made in the space for the 
CUSIP number, but all other information 
regarding the issue must be reported. 

F. Industry classification of reporter—The 
Enterprise Standard Industrial Classifica¬ 
tion (ESIC) is used to classify reporters by 
the kind of economic activity in which they 
are engaged. The ESIC codes are listed on 
the report forms in item 13 of Form FPI-1 
and item 3 of FPI-2. The "Enterprise Stand¬ 
ard Classification Manual." 1974, sets forth 
an all inclusive industry classification 
system for companies, and which in turn in 
related to the “Standard Industrial Classifi¬ 
cation Manual." 1972, (SIC), which sets 
forth an all inclusive industry classification 
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system for the individual establishments of 
an enterprise. 

The 1974 ESIC Manual (stock number 
041-001-00092-5) and 1972 SIC Manual 
(stock number 041-001-00060-6) are availa¬ 
ble from the U.S. Government Printing 
Office. Washington. D.C. 20402. 

G. Foreign currency securities—All 
amounts requested for each issue of securi¬ 
ties denominated in foreign currency should 
be given in that foreign currency only and 
should not be converted into U.S. dollars. 
This applies particularly to item 20 and 
Schedule B of Form FPI-1, and to Schedule 
C of Form FPI-2. 

H. Number of copies—A single original 
copy of the report shall be filed. In addition, 
each person reporting shall retain a copy of 
his report. 

I. Time and place of filing reports—Re¬ 
ports shall be filed no later than March 1. 
1979. Reports shall be mailed to: Foreign 
Portfolio Investment Project. Office of the 
Assistant Secretary (Economic Policy). U.S. 
Department of the Treasury, Washington, 
D.C. 20220. 

J. Method of filing reports—All data are 
to be typed on the report forms using con¬ 
tinuation sheets and supplemental sheets as 
necessary, as described in paragraph C. 

Certain reporters may be required to 
submit a very large amount of data on 
Schedule C of Form FPI-2. Magnetic tape 
output produced by data processing equip¬ 
ment may be submitted in lieu of type-writ- 
ten schedules provided permission has been 
received from Treasury. Physical specifica¬ 
tions. labels and format detail, and other re¬ 
quirements will be furnished to reporters 
when the request for submitting magnetic 
tapes is approved. Only tapes which meet 
these specifications will be accepted as satis¬ 
fying the reporting requirements. 

Send request for submitting magnetic 
tape in lieu of Schedules C to the address in 
paragraph I. Briefly indicate the magnitude 
of data required to be reported. Treasury 
will provide a written response to such re¬ 
quests. 

K. Extension of reporting deadline—A 
written request for an extension will be con¬ 
sidered provided it is received at least 15 
days prior to the due date of the report and 
enumerates substantial reasons necessitat¬ 
ing the extension. 

L. Assistance—Anyone desiring copies of 

the forms or instructions, or having any 
questions concerning preparation or reports 
should direct inquiries to the address in 
paragraph I or phone, (202)-. 

Annex A— Listing op Countries and 
Country Codes 

The foreign holdings of United States se¬ 
curities are required to be reported in the 
country detail listed below. Insert in sched¬ 
ules A and B of Form FPI-1, on separate 
lines, the respective country names and 
codes that are needed and Insert on sched¬ 
ule C of Form FPI-2 the applicable country 
name and code in item 4. 


Name of country Country code 

Afghanistan_ 4040-1 

Albania__ 1510-5 

Algeria_ 5010-5 

Angola..........— 5020-2 

Argentina. 3010-4 

Australia^..6008-9 

Austria. 1018-9 

Bahamas.........—....... 3531-9 


Name of country Country code 

Bahrain...... 4070-3 

Bangladesh ....... 4074-6 

Barbados....... 3015-5 

Belgium__—............................. 1025-1 

Belize (British Honduras)........ 3571-8 

Benin. 5180-2 

Bermuda.............. 3560-2 

Bhutan............. 4081-9 

Bolivia.......... 3020-1 

Botswana..—--..- 5050-4 

Brazil........ 3030-9 

British West Indies •....... 3600-5 

British Oceania —.... 6020-8 

Brunei....4100-9 

Bulgaria ..... 1520- 2 

Burma.... ..... 4110-6 

Burundi ....................—..5080-6 

Cambodia--- 4120-3 

Cameroon... — 5100-4 

Canada. ................ 2999-8 

Cape Verde--- 5120-9 

Central African Republic.. 5130-6 

Chad.. 5140-3 

Chile______ 3040-6 

China (Mainland China)... 4140-8 

China (Taiwan).. 4630-2 

Colombia...... 3050-3 

Comoro Islands.......—.— 5151-9 

Congo (Brazzaville).. 5160-8 

Costa Rica....... 3058-9 

Cuba. 3070-8 

Cyprus........ 1040-5 

Czechoslovakia.. 1528-8 

Denmark....-.. 1050-2 

Djibouti.._. .. 5230-2 

Dominican Republic.. 3080-5 

Ecuador .. 3100-3 

Egypt—..........- 5700-2 

El Salvador..... 3108-9 

Equatorial Guinea (Fernando Po and Rio 

Muni). 5194-2 

Estonia.. — 1540-7 

Ethiopia, including Eritrea......... 5210-8 

Falkland Islands- 3630-7 

Fiji...__ 6060-7 

Finland. 1070-7 

France__ 1080-4 

French Polynesia.. 6070-4 

French West Indies and Guiana. 3660-9 

Gabon...... 5241-8 

Gambia.....—. 5250-7 

Germany Democratic Republic (East)......_ 1600-4 

Germany. Federal Republic of (West)__ 1100-2 

Ghana... 6280-4 

Gibraltar. ... 1108-8 

Greece.... 1120-7 

Grenada........... 3670-6 

Guatemala...... 3120-8 

Guinea__ 5270-1 

Guinea-Bissau .. 5440-2 

Guyana __ ........... 3130-5 

Haiti_..__ 3140-2 

Honduras. 3148-8 

Hong Kong.....„.4200-5 

Hungary.... ..... 1550-4 

Iceland. 1130-4 

India.. 4210-2 

Indonesia... 4221-8 

Iran.. 4230-7 

Iraq_ 4240-4 

Ireland. 1140-1 

Israel_ 4250-1 

Italy_ 1150-9 

Ivory Coast__ 5300-7 

Jamaica............ 3160-7 

Japan. 4260-9 

Jordan. .~. 4270-6 

Kenya............^.5310-4 

Korea. Republic of (South)........... m................ 4300-1 

Kuwait... 4310-9 

Laos. 4330-3 

Latvia. 1560-1 

Lebanon.. 4341-9 

Lesotho. 5315-5 

Liberia. 5320-1 

Libya....... 5330-9 

Liechtenstein.... 1160-6 

Lithuania... 1570-9 

Luxembourg. 1170-3 


Name of country Country code 


Maco.... 





4350-8 

Madagascar. . 





5340-6 

Malawi. . .... 





5350-3 

Malaysia......., 





4360-5 

Maldlve Islands.. 

Mali... 

..... 

— 

— 

..... 

4370-2 

5358-9 

Malta, including Gozo. 





1181-9 

Mauritania.. 





5370-8 

Mauritius....... 





5380-5 

Mexico. 

Monaco.... 





3170-4 

1200-9 

Mongolia.. 





4381-8 

Morocco. 

Mozambique. 





5400-3 

5408-9 

Nauru...... 





6130-1 

Nepal. 





4420-2 

Netherlands..... 





1210-8 

Netherlands Antilles -. 

New Caledonia. 

. 


. 


3720-6 

6140-9 

New Hebrides. 





6160-3 

New Zealand...... 





6168-9 

Nicaragua. 





3180-1 

Niger... 





5420-8 

Nigeria... 





5430-5 

North Korea............ , 





4440-7 

Norway.... 





1220-3 

Oman (Muscat and Oman).... 

Other Western Europe *. 

Pakistan. 

..... 

— 

— 

— 

4410-5 

1490-7 

4470-9 

Panama. w «....„.....,. M ...„....«....... 





3188-7 

Papua New Guinea...^...:......... 





6175-1 

Paraguay.... 





3210-7 

Peru.... 





3220-4 

Philippines.. 





4480-6 

Poland. 





1576-8 

Portugal. 





1231-9 


Qatar....... 4510-1 

Reunion Island... 5480-7 

Rhodesia (Southern)..... 5470-4 


Rwanda. 



5501-8 

St. Helena.. 



5070-9 

St. Pierre and Miquelon Islands... 



6221-9 

Sao Tome and Principe. 

Saudi Arabia.... . . 

Senegal..... 

— 


5520-4 

4560-8 

5530-1 

Seychelles.... 



5540-9 

Sierra Leone ...... 



5550-6 

Singapore.. 



4601-9 

Somalia...„.. 



5560-3 

South Africa.. 



5571-9 

Spain... 



1250-5 

Sri Lanka (Ceylon). 



4131-9 

Sudan. 



5610-3 

Surinam...... 



3770-2 

Swaziland...... 



5621-9 

Sweden... 



1260-2 

Switzerland.... 



1268-8 

Syral.. 



4620-5 

Tanzania... 



5640-5 

Thailand.. 



4641-8 

Togo....... 



5650-2 

Tonga.. 



6244-8 

Trindad and Tobago... 



3240-9 

Tunisia. 



5670-7 

Turkey.. 



1280-7 

5680-4 

Uganda..„... 



United Arab Emirates.. 

United Kincdom. 

-- 

— 

4660-4 

1300-5 

United States Trust Territory of the Pacific 
Islands._._.. . 

6520-2 

Upper Volta.. 

Uruguay 

— 

— 

5711-8 

3260-3 

U.S.S.R... 



1610-1 

Vatican City...... 



1310-2 

Venezuela.. ...^.. .. 

Viet-Nam.... 

Western Sahara. 

— 


3271-9 

4690-6 

5600-6 

Western Samoa ..- 



6261-8 

Yemen (Aden)........... 

Y emen (Sana).................................... 

— 

— 

4708-2 

4710-4 

Y ugosla via.. 



1321-8 

Zaire. 

Zambia....... 

— 


5170-5 

5720-7 


'Includes Anguilla. Antigua. British Virgin Is¬ 
lands. Caicos Islands. Cayman Islands, Dominica. 
Montserrat. Saint Christopher and Nevis. Saint 
Lucia. Saint Vincent, and Turk Islands. 

1 Includes Andorra and San Marino. 
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Name of country Country code 

International and regional 

African regional organizations *—- 7690-2 

Asian regional organizations •—.— 7590-6 

Bank of International Settlements-... 1330-7 

European Fund —. —1340-4 

European regional organizations . 7390-3 

International organizations •——.—. 7290-7 


Latin American regional organizations ’- 7491-8 

Middle Eastern regional organizations 7790-9 

’Includes African Development Bank. Arab Bank 
for Economic Development in Africa. 

’Includes Asian Development Bank and South¬ 
east Asia Treaty Organization. 

’Includes European Atomic Energy Community 
(Euratom). European Coal and Steel Community. 
European Economic Community, European Invest¬ 
ment Bank. North Atlantic Treaty Organization, 
and Organization for Economic Cooperation and 
Development. 

•Includes Food and Agriculture Organization. In¬ 
ternational Atomic Energy Agency. International 
Bank for Reconstruction and Development. Inter¬ 
national Children's Emergency Fund. International 
Development Association. International Finance 
Corporation. International Labor Organization. In¬ 
ternational Monetary Fund, International Refugee 
Organization. United Nations and its Specialized 
Agencies and Commissions. Universal Postal Union, 
and World Health Organizations. 

’Includes Central American Bank for Economic 
Integration. Inter-American Development Bank, 
Organization of American States (Pan American 
Union) and affiliated organizations. 

■ Includes Arab Fund for Agricultural Investment, 
Arab Fund for Economic and Social Development. 
Arab Monetary Fund. Islamic Development Fund 
and Fund for Arab Oil Importing Countries. 

Specific Instructions for Report Forms 
TD F 90-19.1 and TD F 90-19.2 

I. Form TD F 90-19.1—Report for United 
States issuers of securities (hereinafter re¬ 
ferred to as "Form FPI-1".) 

A. Who must report Form FPI-I is re¬ 
quired only of certain private United States 
issuers. For information as to which types 
of issuers are required to file Form FPI-1, 
as well as the exemption level for certain 
small issuers, please refer to Part II, Section 
A of the General Instructions. 

B. What must be reported. General Infor¬ 
mation as to what must be reported by 
United States issuers filing Form FPI-1 may 
be found in Part IV of the General Instruc¬ 
tions. 

C. Acknowledgement required. The regula¬ 
tions and General Instructions require 
United States issuers receiving copies of 
Form FPI-1 from Treasury to submit an ac¬ 
knowledgement of receipt and a completed 
report or valid claim for exemption. Infor¬ 
mation regarding required response when 
contacted by Treasury may be found in Part 
III of the General Instructions. The pack¬ 
age of reporting forms includes a reply card 
for acknowledgement of receipt and a certi¬ 
fication form for claiming exemption from 
filing. 

D. Instructions pertaining to specific 
items on Form FPI-1: 

Item 1. Enter Employer’s Identification 
number. Refer to paragraph L of Part I of 
the General Instructions for the definition 
of “Employer’s Identification number.” 

Note.— The Employer’s Identification 
number entered in item 1 is the same E.I. 
number required to be entered on all Sched¬ 
ules A and B in this report. If an issue being 
reported on a given Schedule A or B is that 
of United States affiliate or subsidiary con¬ 
solidated in this Form FPI-1, do not enter 
the affiliate’s or subsidiary’s E.I. number on 
Schedules A or B. 

Item 3-9. Consolidated financial data 
should be given for the calendar year 
ending December 31, 1978 for issuers operat¬ 
ing on a calendar year basis, or for the 
latest available closing date for Issuers oper¬ 
ating on a fiscal year basis. If audited year- 
end data are not available, estimates should 
be reported. Information should be based on 
consolidation used in reports to sharehold¬ 
ers. 


Amounts that have to be converted into 
U.S. dollars should be converted using gen¬ 
erally accepted U.S. accounting principles as 
required for reports to shareholders. 

Note.— These conversion rules apply only 
to financial data items 3-9. Issues denomi¬ 
nated in foreign currencies and reported in 
Part m and Schedule B are not to be con¬ 
verted into U.S. dollars. 

Items 10 and 11. If a foreign person(s) 
owns 10 percent or more of the reporter’s 
voting securities the name, country of loca¬ 
tion, and ownership percent of the “foreign 
direct investor” must be entered in item 11. 
For the definition of “foreign direct inves¬ 
tor”, see paragraph F of Part I of the Gen¬ 
eral Instructions. 

Item 12. Enter the number of Schedules A 
and B required to be filed with Form FPI-1. 

Note.— Individual Schedules A and B may 
consist of more than one page. Enter 
number of Schedules A and B included in 
this report, not the number of pages. 

Parts II and III. If the columns provided 
are not sufficient to describe all of your se¬ 
curities that have to be reported, you may 
reproduce Parts II and III for use as supple¬ 
mentary sheets. Information regarding use 
of supplementary sheets may be found in 
paragraph C of Part V of the General 
Instructions. 

Items I5a and 19f. Enter market value as 
of December 31, 1978. If no transactions in a 
security occurred in the market on Decem¬ 
ber 31. 1978, enter the market values as of 
the latest available preceding date when a 
transaction occurred. If a security was not 
traded within the 90 days preceding Decem¬ 
ber 31, 1978 give your best estimate of the 
market value. For securities traded on a bid 
and asked basis, use the average of the bid 
and asked price as the market value. 

Item I5b. Enter book value per share of 
common stock as of December 31, 1978. If 
you do not normally close your books as of 
that date, enter book value as of the date 
reported in item 3. 

Item 16. Enter cash dividends. Stock divi¬ 
dends or dividends in kind should not be in¬ 
cluded in this term. 

Item 20. If the face amount of the bond, 
debenture, or other long-term debt issue 
outstanding is denominated in a foreign cur¬ 
rency. Do not convert the face amount of 
the issue into U.S. dollars. Enter the face 
amount of the security in the currency of 
denomination. List the foreign curency in 
item 19G and enter the country code of the 
currency in item 19H. 

E. Instructions pertaining to Schedules A 
and B. Number of schedules required: A 
single Schedule A is required to be filed for 
each security Identified in Part II which is 
held by foreign persons other than foreign 
direct investors, i.e., each security having an 
entry on line 14b. A single Schedule B Is re¬ 
quired to be filed for each bond, debenture 
and similar long-term debt instrument iden¬ 
tified in Part III which is held by foreign 
persons other than foreign direct Investors, 
i.e., any bond, debenture or similar debt in¬ 
strument having an entry on line 20b. The 
identification of issue on a Schedule A or B 
must correspond to the identification re¬ 
ported in the appropriate column on Part II 
or III. 

Country detail: For each country In which 
your securities are held, list the name of the 
country in column 1 and the corresponding 
country code In column 2. Refer to Annex A 
of the General Instructions for a list of 
countries and country codes. If lines pro¬ 
vided are not sufficient to complete the 
country listing for a given security, continue 
the listing on a reproduced "Schedule A 
(Continuation Sheet)’’ or "Schedule B (Con¬ 
tinuation Sheet)’’, as appropriate. Single 


continuation sheets for both schedules are 
included in the package of forms for this 
purpose. Repeat all of the identification of 
the issue on the additional sheets, but do 
not enter the total, or data for the six pre¬ 
printed countries, on a continuation sheet. 
Information regarding supplementary 
sheets may be found In paragraph C of Part 
V of the General Instructions. 

Columns 4 and 5. Information regarding 
clarification of nationality of individual for¬ 
eign holders may be found in Part IV of the 
General Instructions. 

Column 6. The definition of foreign offi¬ 
cial institutions may be found in paragraph 
K of Part I of the General Instructions. 

II. Form TD F 90-19.2—Report for United 
States holders of record (hereinafter re¬ 
ferred to as “Form FPI-2”). 

A. Who must report Form FPI-2 is re¬ 
quired only of United States holders of 
record. For the definition of United States 
holders of record please refer to paragraph 
I of Part I of the General Instructions. For 
Information as to which United States hold¬ 
ers of record are required to file Form FPI- 
2. as well as the exemption level, please 
refer to section B of Part II of the General 
Instructions. 

B. What must be required. General infor¬ 
mation as to what must be reported by 
United States holders of record filing Form 
FPI-2 may be found in Part IV of the Gen¬ 
eral Instructions. 

C. Acknowledgement required. The regula¬ 
tions and General Instructions require 
United States holders of record receiving 
copies of Form FPI-2 from Treasury to 
submit an acknowledgement of receipt and 
a completed report or valid claim for exemp¬ 
tion. Information regarding required re¬ 
sponse when contacted by Treasury may be 
found in Part III of the General Instruc¬ 
tions. The package of reporting forms in¬ 
cludes a reply card for acknowledgement of 
receipt and a certification form for claiming 
exemption from filing. 

D. Instructions pertaining to specific 
items on Form FPI-2: 

Item 1. Enter Employer’s Identification 
number. Refer to paragraph L of Part I of 
the General Instructions for the definition 
of "Employer’s Identification number." 

Item 4. Enter the number of foreign ac¬ 
counts for which you are a holder of record 
of reportable securities. 

Item 5. Enter the number of Schedules C 
submitted with Form FPI-2. Refer to infor¬ 
mation below regarding number of Sched¬ 
ules C required to be filed. 

E. Instructions pertaining to Schedule C. 

Number of schedules required. A Schedule 

C is required to be filed for each account 
held for a foreign person, or for an aggre¬ 
gated group of foreign accounts, in which 
you are the holder of record of reportable 
securities. Reporters may aggregate foreign 
accounts for purposes of filing Schedule C 
provided that the accounts fall within a 
single country and a single category of type 
of foreign owner listed in Item 6. Reporters 
using this method are not obligated, howev¬ 
er, to aggregate all accounts in a single 
country/type of owner category. Neither 
does an election to aggregate for one or 
more country/type of owner categories bind 
the reporter to use the aggregate method 
for all accounts reported on Schedules C. 

Investment detail For each account, or 
aggregation of accounts, reported on Sched¬ 
ule C, list the type of reportable security 
held in column 1. If lines provided are not 
sufficient to complete the listing of securi¬ 
ties held for an account, or aggregation of 
accounts, continue the listing on a repro¬ 
duced “Schedule C (Continuation Sheet).” 
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A single ‘ Schedule C (Continuation Sheet)” 
is included in the package of forms for this 
purpose. Report all of the identification of 
the account in Part I of the continuation 
sheet and number the sheet in item 3. Infor¬ 
mation regarding supplementary sheets 
may be found in paragraph C of Part V of 
the General Instructions. 

item 1. Enter number of foreign accounts 
included on this Schedule C. If a single ac¬ 
count enter “1”. If an aggregation of foreign 
accounts enter number of accounts aggre¬ 
gated. 

Item 2. Enter number of this Schedule C 
being filed with Form FPI-2. 


Note. —Schedules C filed with this report 
should be serially numbered. A single 
Schedule C may consist of more than one 
page. Number each Schedule C not each 
page. 

Item 3. Enter number of this page and 
total number of pages included in the 
Schedule C for this foreign account or ag¬ 
gregated foreign accounts. 

Items 4 and 5. Enter the name of the 
country of the foreign account, or aggregat¬ 
ed foreign accounts, in item 4 and the corre¬ 
sponding country code in item 5. 

Part II. column 4. Enter the number of 


shares. Enter actual numbers of shares, do 
not round. 

Part II, column 5. Enter the face amount 
of bonds, debentures and other long-term 
debt securities. If the issue is denominated 
in a foreign currency do not convert into 
U.S. dollars. Report face amount in foreign 
currency of denomination. 

Part II, columns 6 and 7. If face amount 
of bond, debenture or other long-term debt 
securities reported in column 5 is denomi¬ 
nated in a foreign currency, enter name of 
foreign country in column 6 and country 
code in column 7. Refer to Annex A of the 
General Instructions for a list of countries 
and country codes. 
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1 

Form TD F 90-19.1 



SURVEY OF FOREIGN PORTFOLIO INVESTMENT IN 
UNITED STATES SECURITIES - 1978 


Report for United States Issuers of Securities (FPI-2) 

Note: Mail completed form to: 

Foreign Portfolio Investment Project 

Office of the Assistant Secretary (Economic Policy) 

U.S. Department of the Treasury 

Washington, D. C. 20220 


Mandatory : This survey is being conducted pursuant to the International 
Investment Survey Act of 1976 (P.L. 94-472, 90 Stat. 2059, 22 U.S. C. 
3101, et seq [the "Act"]). Filing of reports is mandatory. 

Penalties : Whoever fails to report may be subject to civil penalty not 
exceeding $10,000 and to injunctive relief commanding such person to 
comply, or both. Whoever willfully fails to report shall be fined not 
more than $10,000 and, if an individual, may be imprisoned for not 
more than one year or both (22 U.S. C. 3105). 

Confidentiality : The information filed in this report may be used only 
for analytical and statistical purposes and to enforce the Act. Access 
to the information shall be available only to officials and employees 
(including consultants and contractors and their employees) designated 
by the President to perform functions under the Act (22 U.S. C. 3104). 
Persons having access to individual company'information submitted 
pursuant to the Act are subject to penalties for unauthorized disclosure 
(22 U.S.C. 3104 and 18 U.S.C. 1905). 


PART I - Information Relating to the Reporter 


Identification of Reporter : 

1. Employer's Identification Number (E.I.) /77- //V////7 ' 

2. Name and address of Reporter (Enter name and mailing 
address in blanks below. Skip a sirtgLe block between 
words). 

Name of Reporter 

777777/ /7//7///// 77777 //////////////// 7/7777/777/ T77J 

Street of P.0. Box 

/7777/V7 ///////////7///////// mimrnrnn / / rnrrn 

City and State ►Zip Code 

mrnn/rr///////////////////r/7//n///rmt ittttji 
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Consolidated Financial Data: 


3. Reporting period - Financial data are 

for the year ending —> Month Day Year 

cm cm hm] 


4. Total assets (equals items 5 plus 6 ] 
b. Total liabilities 

6. Total net worth 

7. Total net sales or operating revenues 

8. Total income 

9. Total net income, after provisions 

for U.S. income taxes 


Thousands of Dollars 

Billion 

Million |Thousand 



* I i.|_ i I f.ooo 

$1 1 l.j 

1 i !.i 1 1 1,000 

SU-J.L ] 1 M i 1 1.000 

S' • -.| 

: l l.l 1 i i, ooo 

50J.I 

rn.rmooo 


$L_U.l 

I 1 LI i 1 l.ooo 


Foreign ownership 


10. Did a"foreign direct investor" own 10 percent or more 
of your voting securities on 12/31/78? (See definition 

of foreign direct investor, page_, of instructions) 

Mark one: 


/ 7 Yes 


No 


11. If "Yes" is marked in item 10, complete below: 

Country 


Name of foreign direct 
invest , or(s) 


Ownership 

Percent 


Z 

Z 




12. Number of Schedules A and B required to be filed by 
Reporter (see rules covering filing of Schedules A 
and B. page _, of instructions.) 






Number of Schedules A ---- 

- / 

-7 


Number of Schedules B - 

- / 

/ 


Person to consult concerning questions 

about 

this report: 



Name and address 

Title 

Telephone 


• 

Area 

Code 

Number 

Extension 





Certification : The undersigned reporter, and the official 
executing this certification on its behalf, hereby certifies 
that the information contained in this report, including 
any supplemental pages, schedules or statements attached 
hereto, is correct and complete to the best of his knowledge 
and belief. 






Name of Reporter 

Authorized official's signature 

Title 

Date 


• 
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13. Indu stry Classification of Reporter (by percent of net 

sales or p.ross operating revenue) - Enter the appropriate 
2-digit industry code(s) and the percent of net sales or 
revenues (as reported in item 7 ) associated with each 
code. See list of codes below. If you use fewer than 
five codes you must account for 100 percent of sales. 

Industry Percent of 
Code Sales or Revenues 


a. Enter code with largest percent of sales 


7 . 

b. Enter code with second largest percent of sales 


7 . 

c. Enter code with third largest percent of sales 


7 . 

d. Enter code with fourth largest percent of sales 


7 . 

e. Enter code with fifth largest percent of sales 


7 . 

f. TOTAL percent of net sales accounted for 



(sum of items a through e) 


7. 

^ Treasury use only- 




List of Enterprise Standard Industrial Classification Codes 


I 

A: Agncuhu**, Forestry, and Fishing 

01 • Agricultural production - crop* 

07 Agricultural production * livestock 
07 • Agricultural ter vices 
08 Forestry 

09 Fishing. hunting and trapping 
8 Mining 

10 • Metal mining 

11 • Coal mining 

• 3 • Oil and ga> attraction 

14 NonmeiiiiiiC minerals. *»c<*pl furls 

C Construction 

15 • General building contractors 

16 Heavy construction contractors 

17 • bpccai fade contractors 

O Manufacturing 

70 Fotv* . ind kindied products 

71 - Tobacco manufactures 

72 Traill* mill pioducis 

73 Apparel and other textile products 

74 Lumber and wool products 

75 • Furniture and futures 
26 - Pape* and allied products 

77 Printing and publishing 

78 Oemica»t and allied p* uducts 
39 Petroleum and coal products 

30 Rubber ano miscellaneous plastics products 

31 Leather and 'either products 
37 Stone cay and glass products 

33 . Primary metal mdustnas 

34 - Fabricated metal products 

35 • Muchn^ry. except electrical 

36 ■ C 'ecuicjt and electronic eau>pmeni 

37 • fianspo* ut>on equipment 

38 lnst»unwnts and related products 

39 M.sce'ianeuus manufacturing industries 

E Transportation and Public UMtltet 

40 Railroad transportation 

41 Loca* and mtcuilwin pastvngpr transit 
4? • Trucking and wa’Chooung 

44 Waiw innwomlion 
4b • T»ai*st*or tation by air 
46 • Pipe lm*. e»cept nature! gas 


47 • Transportation services 

48 • Communication 

49 - Electric gas. and sanitary services 

F: Wholesale Trade 

50 • Wholesale trade • r hi table goods 

51 • Wholesale trad* nondurable goods 

G. Retail Trade 

52 Building motermh and garden supplies 

53 • G«*n«f*l fmrrhdihlis* store* 

54 • Fo**l Stores 

55 • Automotive drafts end service stations 

56 Appvet and accessory stores 

57 • Fumnwre and home lurnishmg stores 

58 Catmg and dunking places 

59 Miscellaneous retail 

H: Fmanca, Insurance, and Raal Etui* 

60 • Banking 

61 • Credit agencies other than banks 

6? Security. commodity brokers and services 

63 - Insurance earners 

64 • Insurance agents, brokers and service 

65 - Real estate 

66 Con Curved real estate, insurance, etc. 

67 Holding and othet investment companies 

I: Services 

70 • Hotels and othet lodging places 

77 • Personal services 
73 • Business services 

75 • Auto repair, sarvic**s and garages 

76 • Miscellaneous repair senates 

78 Motion p*rt ares 

79 • Amusement and recreation scrvu *s 

80 • Health services 

81 Leqal services 

87 - Educational services 
83 • Sonai serv ers 
86 Membership organizations 

89 Miscellaneous services 

J Publ< Ad mm tsl ret ton 

90 Pubitc admmistretion 
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Breakdown of Foreign Ownership (other than by Foreign Direct Investor?) 1 
in Reporter's enulty securities, by Country 
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Form TD F 90-19.2 



SURVEY OF FOREIGN PORTFOLIO INVESTMENT IN 
UNITED STATES SECURITIES - 1978 


Report for United States Holders of Records (FPI-2) 

Note: Mail completed form to: 

Foreign Portfolio Investment Project 

Office of the Assistant Secretary (Economic Policy) 

U.S. Department of the Treasury 

Washington, D. C. 20220 


Mandatory ; This survey is being conducted pursuant to the International 
Investment Survey Act of 1976 (P. L. 94-472, 90 Stat. 2059, 22 U.S.C. 
3101, et seq [the "Act"]). Filing of reports is mandatory. 

Penalties : Whoever fails to report may be subject to civil penalty not 
exceeding $10,000 and to injunctive relief commanding such person to 
comply, or both. Whoever willfully fails to report shall be fined not 
more than $10,000 and, if an individual, may be imprisoned for not 
more than one year or both (22 U.S.C. 3105). 

Confidentiality ; The information filed in this report may be used only 
for analytical and statistical purposes and to enforce the Act. Access 
to the information shall be available only to officials and employees 
(including consultants and contractors and their employees) designated 
. by the President to perform functions under the Act (22 U.S.C. 3104). 
Persons having access to individual company information submitted 
pursuant to the Act are subject to penalties for unauthorized disclosure 
(22 U.S.C. 3104 and 18 U.S.C. 1905). 


» 
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PART I - Identification of Reporter 

1. Employer's Identification Number (E.I.) ED - ffl.ll1ll 

2. Name and Address of Reporter (Enter name and mailing 
address in blocks below. Skip a single block between 

words.) 

Name of Reporter 

miiTii mmum tiimmiimi uu rm uminn 

Street or P.0. Box 

Z77777 rnriniiniiiin m um nun nil rnnrnm 

City and State Zip Code 

nun unmumum n mmmr rinii iimn izu 


3. Industry classification of Reporter - Enter the appropriate 
2-digit industry code representing your principal business 
activity. 

Industry Code / / / 

List of Industry Codes 


Industry Code 


Activity 


60 

61 

62 

67 

81 

99 


Banking 

Credit agencies other than banks 
Security, commodity brokers and services 
Holding and other investment companies 
Legal services 

Other —) Specify _ 


Person to consult concerning questions about t^iis report: 


Name and address 

Title 

Telephone 



Area 

Code 

Number 

Extension 





Certification : The undersigned reporter, and the official 
executTn g this certification on its behalf, hereby certifies 
that the information contained in this report, including 
any supplemental pages, schedules or statements attached 
hereto, is correct and complete to the best of his knowledge 
and belief. 


Name of Reporter 

Authorized official's signature 

Title 

Date 
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Part II - Information relating to United .States securities 
held for foreign accounts or customers. 


4. Enter the number of foreign accounts for which you are 
a holder of record of United States securities: 


rTTTTJ 


5. 


Enter the Number of Schedules 
report: 

OOTTT 7 


C submitted with this 


NOTE: A single Schedule C is required to be filed 

for each foreign person or aggregated group of 

foreign persons. See instructions, page_* 

for rules governing aggregation of foreign 
accounts. 


List of Issue Codes to be used in 
Completion of Schedule C 


Type of Security Code No . 


Voting common stock 11 

Non-voting common stock 12 

Warrants, rights, or scrip 13 

Voting preferred stock 14 

Non-voting preferred stock 15 

Registered bonds or debentures 
excluding convertible issues 21 

Bearer bonds or debentures, 
excluding convertible issues 22 

Convertible bonds or debentures 23 

Marketable long-term notes 24 

Other marketable long-term debt 
securities 25 

United States Treasury bonds and 
long-term notes 31 

Federally-sponsored agencies bonds 
and long-term notes 33 

Federal financing institutions and U.S. 

Government corporations bonds 

and long-term notes 34 

State and local government bonds 
and long-term notes 41 
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CONSUMER 
PRODUCT SAFETY 
COMMISSION 


CLASSIFYING, 
EVALUATING, AND 
REGULATING 
CARCINOGENS IN 
CONSUMER PRODUCTS 


Interim Statement of Policy and 
Procedure 
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Title 16—Commercial Practices 

CHAPTER II—CONSUMER PRODUCT 
SAFETY COMMISSION 

SUBCHAPTER A—GENERAL 

PART 1040—INTERIM POLICY AND 
PROCEDURE FOR CLASSIFYING, 
EVALUATING, AND REGULATING 
CARCINOGENS IN CONSUMER 
PRODUCTS 

Statement of Policy and Procedure 

AGENCY: Consumer Product Safety 
Commission. 

ACTION: Interim statement of policy 
and procedure on which comment is 
solicited. 

SUMMARY: The purpose of this doc¬ 
ument is to establish on an interim 
basis, and to solicit comments on, the 
CPSC’s general policy and procedure 
concerning the classification, evalua¬ 
tion, and regulation of substances 
that, if present in consumer products, 
pose a risk of cancer to consumers. 
The system is intended to assist the 
general public and regulated industry 
by providing guidelines concerning: (1) 
The standards CPSC will apply in clas¬ 
sifying substances suspected of caus¬ 
ing cancer, and evaluating products 
containing such substances, and (2) 
the regulatory action likely to be 
taken by the Consumer Product 
Safety Commission following classifi¬ 
cation and evaluation. This document 
also sets forth the procedures CPSC 
will follow in arriving at the classifica¬ 
tion of substances and the regulation 
of carcinogens in consumer products. 

EFFECTIVE DATE: The policy and 
procedure will be effective on an inter¬ 
im basis June 13, 1978. 

COMMENT DATE: Written comments 
on the interim statement of policy and 
procedure, preferably in five copies, 
should be submitted by October 11, 
1978. 

ADDRESSES: Written comments 

should be submitted to the Secretary. 
Consumer Product Safety Commis¬ 
sion* Washington, D.C. 20207. All ma¬ 
terial relevant to this policy and proce¬ 
dures statement, including any com¬ 
ments that may be received, may be 
seen in, or copies obtained from, the 
Office of the Secretary, 3rd Floor, 
1111 18th Street NW.. Washington, 
D.C. 

FOR FURTHER INFORMATION 
CONTACT: 

Francine Shacter, Office of Program 
Management, Consumer Product 
Safety Commission, Washington, 
D.C. 20207,301-492-6557. 

SUPPLEMENTARY INFORMATION: 
The purpose of this document is to es¬ 


RULES AND REGULATIONS 

tablish and solicit public comments on 
a statement of policy and procedure 
concerning the classification, evalua¬ 
tion, and regulation of substances 
that, if present in consumer products, 
pose a risk of cancer to consumers. 

Background and Need for a 
Statement of Policy and Procedure 

Like the Occupational Safety and 
Health Administration (OSHA), the 
Food and Drug Administration (FDA), 
and the Environmental Protection 
Agency (EPA), the CPSC may need to 
regulate a large number of products 
containing known or suspected human 
carcinogens. CPSC recognizes that a 
number of chemical substances or. mix¬ 
tures are known to cause cancer in 
humans. Many more have been identi¬ 
fied as carcinogens in animals. Still 
others are currently being tested by 
the National Cancer Institute and 
other groups. 

CPSC has. since its creation in 1973, 
identified and taken regulatory action 
to prohibit the use of four carcinogens 
in consumer products. The first was 
the CPSC’s ban of aerosol products 
containing vinyl chloride and intended 
for use in or around the household. 
(39 FR 36576 (October 11. 1974), re¬ 
vised and reissued, 43 FR 12308 
(March 24, 1978).) 

The second instance was the agen¬ 
cy's interpretation of the Federal Haz¬ 
ardous Substances Act as banning the 
use of the chemical Tris (2,3-dibromo- 
propyl) phosphate (TRIS) in chil¬ 
dren's sleepwear. (42 FR 18850 (April 
8, 1977), revised and reissued, 42 FR 
61621 (December 6, 1977).) 

The third instance was CPSC’s use 
of the provisions of the Consumer 
Product Safety Act to ban consumer 
patching compounds and artificial em- 
berizing materials containing respira¬ 
ble free-form asbestos. (42 FR 63354 
(December 15, 1977).) 

The fourth and most recent action 
was CPSC’s decision of April 27, 1978, 
to propose a ban on benzene as an in¬ 
tentionally added ingredient and as a 
contaminant at levels of 0.1 percent or 
greater in all consumer products, 
except gasoline and benzene for labo¬ 
ratory use. (43 FR 21839 (May 19, 
1978).) 

CPSC believes that in regulating in 
this area it will be helpful to set forth 
its approach and policy regarding cer¬ 
tain issues which tend to recur in each 
case. The present document is intend¬ 
ed to provide general guidance to the 
staff and the public. 

While full implementation of a regu¬ 
latory policy ultimately depends on 
the financial and personnel resources 
available to the agency, CPSC believes 
that failure to develop and publish its 
general approach and policy at this 
time would be a failure to fulfill its 
public responsibility. 

CPSC’s policy is similar in some re¬ 
spects, and different in others, from 


the proposed rule on regulation of car¬ 
cinogens published by OSHA on Octo¬ 
ber 4, 1977 (42 FR 54148). (The Com¬ 
mission has also considered guidelines 
published by EPA on May 25, 1976 (41 
FR 21402).) 

A fundamental difference between 
the CPSC and OSHA documents is 
that this document is not being pro¬ 
posed as a rule and has no binding 
legal effect. The determination to take 
regulatory action against particular 
products or classes of products will 
continue to be made in individual pro¬ 
ceedings, in accordance with the appli¬ 
cable statutory provisions and the 
terms of this policy statement. 

The chief similarities between the 
CPSC and OSHA policies are the un¬ 
derlying scientific concepts, and the 
existence of a classification system for 
substances based on evidence as to 
their carcinogenic potential. 

Since this document is a general 
statement of policy, it is exempt from 
the notice, public procedure and de¬ 
layed effective date provisions of the 
Administrative Procedure Act. (5 
U.S.C. 553). However, in view of the 
importance of the policy and the Com¬ 
mission’s belief that comments on the 
policy from the general public, indus¬ 
try, and experts in relevant scientific 
disciplines are a valuable source of in¬ 
formation and views which must be 
considered in establishing the policy, 
the Commission has decided to solicit 
public comment. In addition, CPSC is 
interested in gaining some practical 
experience from the operation of the 
policy and procedure set forth in the 
document before issuing a final state¬ 
ment. Accordingly, the policy and pro¬ 
cedure will be effective on an interim 
basis as of the date of publication of 
this document in the Federal Regis¬ 
ter (June 13, 1978). The document will 
be included in the Code of Federal 
Regulations so the public and all af¬ 
fected parties will have notice of and 
access to the policy and procedures 
which CPSC will follow in this area. In 
publishing this statement of policy 
and procedure for comment, the Com¬ 
mission does not intend to set a prece¬ 
dent for future policy statements. 

Therefore, pursuant to the Consum¬ 
er Product Safety Act, Pub. L. 92-573, 
86 Stat. 1207 et seq. as amended, 15 
U.S.C. 2051 et seq.. and the Federal 
Hazardous Substances Act, Pub. L. 86- 
613, 84 Stat. 372 et seq., as amended, 
15 U.S.C. 1261, et seq., CPSC adds to 
Title 16. Chapter II, Subchapter A, of 
the Code of Federal Regulations, a 
new Part 1040 as follows: 
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PART 1040—INTERIM POLICY AND 
PROCEDURE FOR CLASSIFYING, 
EVALUATING, AND REGULATING 
CARCINOGENS IN CONSUMER 
PRODUCTS 

Subpart A—General Statement of Policy, 
Background, General Provisions, and Summary 

Sec. 

1040.1 Statement of general policy. 

1040.2 Scope of policy. 

1040.3 Definitions. 

1040.4. Legal background and statutory au¬ 
thority. 

1040.5 Interagency cooperation. 

1040.6 Summary of principles and proce¬ 
dure for classification, evaluation, and 
regulation of carcinogens. 

Subpart B—Preliminary Screening 

1040.11 Scope of preliminary screening. 

1040.12 Procedure. 

Subpart C—Classification 

1040.21 Scope and principles of classifica¬ 
tion. 

1040.22 Description of categories. 

1040.23 Commission review of staff classifi¬ 
cation. 

Subpart D—Staff Evaluation and Commission 
Appraisal of Products Containing Classified 
Substances 

1040.31 Priorities for staff evaluation and 
commission appraisal. 

1040.32 Guidelines and procedures for 
staff evaluation and commission apprais¬ 
al. 

1040.33 Factors considered in staff evalua¬ 
tion and commission appraisal. 

Subpart E—Regulatory Treatment of Products 
Containing Category A Substances 

1040.41 Regulatory approach. 

1040.42 Effective date, recall, and immi¬ 
nent hazards. 

1040.43 Public participation. 

Subpart F—Regulatory Treatment of Products 
Containing Category B and C Substances 

1040.51 Regulatory options. 

Subpart G—Products Containing Category D 
Substances 

1040.61 CPSC action. 

Authority: Consumer Product Safety 
Act, Pub. L. 92-573, as amended 86 Stat. 
1207, et se<j. (15 U.S.C. 2051 et seq.); Federal 
Hazardous Substances Act, Pub. L. 86-613, 
as amended. 84 Stat. 372 et seq. (15 U.S.C. 
1261, et seq.) 

Subpart A—General Statement of 
Policy, Background, General Provi¬ 
sions, and Summary 

§ 1040.1 Statement of general policy. 

(a) The Consumer Product Safety 
Commission has both statutory juris¬ 
diction and a public responsibility to 
regulate products containing carcino¬ 
gens where the carcinogen is available 
for human uptake. 
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(b) The CPSC's policy is that it 
should not permit known carcinogens 
to be intentionally added to consumer 
products if they can be absorbed, in¬ 
haled or ingested into the human 
system. 

(c) If carcinogens are capable of en¬ 
tering the human system, CPSC will 
require that the use of such carcino¬ 
gens be phased out in favor of reason¬ 
able substitutes where they exist. 

(d) If no reasonable substitute is 
available, and there is evidence that 
elimination of the carcinogenic sub¬ 
stance would result in unacceptable 
economic and social costs, the CPSC 
will require reduction of the substance 
to the lowest attainable level until 
substitutes are identified. 

§ 1040.2 Scope of policy. 

This policy is intended to address 
risks of cancer associated with the 
presence of toxic substances in con¬ 
sumer products. The CPSC recognizes 
that these substances may also create 
risks of mutations, birth defects, steril¬ 
ity and other conditions, the causes of 
which also may not easily be traced. 
The CPSC does not intend, by adopt¬ 
ing this policy, to preclude regulation 
of a product or substance that can be 
shown to cause chronic illnesses or 
conditions other than cancer. Howev¬ 
er, the principles guiding such regula¬ 
tion will be established on a case by 
case basis until the CPSC is able to es¬ 
tablish general policies for these con¬ 
ditions as well. 

§ 1040.3 Definitions. 

As used in this Part 1040, the follow¬ 
ing terms shall have the meanings set 
forth: 

(a) Carcinogen. Any substance 
which may produce cancer in humans 
or animals. 

(b) Human Uptake. The process by 
which a substance enters the human 
system, either through ingestion, in¬ 
halation or absorption through the 
skin. 

(c) Intentionally added. Any sub¬ 
stance or mixture (1) added deliberate¬ 
ly as an ingredient intended to impart 
specific characteristics or (2) con¬ 
tained in the final product as a result 
of intentionally using a raw material 
containing the substance, whether the 
raw material contains the substance as 
a result of deliberate addition or 
through contamination. 

(d) Lowest Attainable Level The 
lowest level to which a substance can 
be reduced that is consistent with the 
public health and safety and that does 
not result in unacceptable economic 
and social costs. 

§ 1040.4 Legal background and statutory 
authority. 

(a) Legal background. (1) The causes 
and mechanisms of cancer Induction 
are still at the frontiers of scientific 
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knowledge. Nevertheless, the courts 
have recognized the need for agencies 
to make decisions concerning the regu¬ 
lation of cancer and other chronic haz¬ 
ards, even in the absence of data suffi¬ 
cient to resolve all questions factually. 
In such cases, the courts recognized 
that agency decisions are essentially 
policy judgments rather than resolu¬ 
tions of controverted facts, e.g.. Envi¬ 
ronmental Defense Fund v. EPA ( Velsi - 
col\ 548 F.2d 998 (D.C. Cir. 1976); 
Ethyl Corp. v. EPA, 541 F.2d 1 (D.C. 
Cir. 1976), cert denied, 96 S.Ct. 2662 
(1976); Society of the Plastics Industry 
v. OSHA, 509 F.2d 1301 (2d Cir. 1975), 
cert denied sub nom. Firestone Plas¬ 
tics Corp. v. Dept of Labor, 421 U.S. 
992 (1975); Industrial Union Dept, 
AFL-CIO v. Hodgson, 499 F.2d 467 
(D.C. Cir. 1974). 

(2) It is clear that in regulating car¬ 
cinogens, as well as other hazards, the 
statutes administered by CPSC. dis¬ 
cussed more fully below, permit it to 
act on a precautionary basis and do 
not require it to establish proof of 
actual harm. The test mandated by 
the CPSA as a predicate to regulatory 
action to ban or limit the use of a sub¬ 
stance is the existence of an unreason¬ 
able risk of injury. Risk, as noted by 
the courts, is not a fixed probability of 
harm but rather a complex relation¬ 
ship involving probability and severity. 
“That is to say. the public health may 
properly be found endangered both by 
a lesser risk of a greater harm and by 
a greater risk of a lesser harm.” Ethyl 
Corp. v. EPA, supra at 18. 

(b) Statutory authority. (1) Two stat¬ 
utes are administered by CPSC under 
which it is empowered to regulate sub¬ 
stances in consumer products which 
present potential carcinogenic haz¬ 
ards. Under the Consumer Product 
Safety Act (15 U.S.C. 2051 et seq.), 
CPSC has the responsibility to protect 
the public from the unreasonable risk 
of injury, illness or death associated 
with consumer products. In addition, 
the Commission has the responsibility 
under the Federal Hazardous Sub¬ 
stances Act (15 U.S.C. 1261, et seq.) to 
protect the public health and safety 
from hazards involved in the presence 
or use of toxic and other hazardous 
substances in households. 

(2) Consumer Product Safety Act (i) 
The basis for issuing consumer prod¬ 
uct safety standards and bans under 
the Consumer Product Safety Act 
(CPSA) is the existence of an unrea¬ 
sonable risk of injury associated with 
a consumer product. The determina¬ 
tion of unreasonable risk involves a 
balancing of the probability that risk 
will result in harm and the gravity of 
such harm against the effect of reduc¬ 
ing or eliminating the harm on the 
product's utility, cost and availability 
to the consumer. As the legislative his¬ 
tory of the CPSA indicates: 

An unreasonable hazard is clearly one 
which can be prevented or reduced without 
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affecting the product’s utility, cost, or avail¬ 
ability or one which the effect on the prod¬ 
uct's utility, cost, or availability is 
outweighed by the need to protect the 
public from the hazard associated with the 
product. There should be no implication, 
however, that in arriving at its determina¬ 
tion the Commission would be required to 
conduct and complete a cost-benefit analysis 
prior to promulgating standards under this 
act. Of course, no standard would be expect¬ 
ed to impose added costs or inconvenience 
on the consumer unless there is reasonable 
assurance that the frequency or severity of 
injuries or illnesses will be reduced." H.R. 
Rep. No. 92-1153, 92nd Cong., 2nd Sess. 33 
(1972). 

(ii) CPSC has the authority to take 
regulatory action to protect the public 
against such unreasonable risk 
through the issuance of consumer 
product safety standards, or. where no 
feasible standard would adequately 
protect the public from such risk, 
through the issuance of a rule declar¬ 
ing the product a banned hazardous 
product. In issuing consumer product 
safety rules (standards or bans) CPSC 
must find that the rule is reasonably 
necessary to eliminate or reduce an 
unreasonable risk of injury. 

(iii) CPSC also may, by rule, require 
recordkeeping, labeling, and the fur¬ 
nishing of such performance and tech¬ 
nical data to the agency and consum¬ 
ers as is determined to be necessary to 
carry out the purposes of the Act. 

(iv) In addition to taking action 
through rule making, CPSC may de¬ 
termine, after affording interested 
persons the opportunity for a hearing, 
that a product presents a substantial 
hazard, or may file a civil action in a 
United States district court against a 
product presenting an imminent 
hazard. In both substantial product 
hazard and imminent hazard actions, 
an order may be issued to require noti¬ 
fication to consumers of the hazard 
and the recall, repair or the replace¬ 
ment of, or the refund for, the prod¬ 
uct. 

(3) Federal Hazardous Substances 
Act The Federal Hazardous Sub¬ 
stances Act (FHSA) requires every 
hazardous substance to be labeled and 
in certain cases where the product is 
intended for use by children, may act 
to automatically ban the substance or 
article. CPSC may ban hazardous sub¬ 
stances other than those intended for 
use by children, when by regulation, 
CPSC determines that: 

[Notwithstanding such cautionary label¬ 
ing as is or may be required under this Act 
for that substance, the degree or nature of 
the hazard involved in the presence or use 
of such substance in households is such that 
the objective of the protection of the public 
health and safety can be adequately served 
only by keeping such substance, when so in¬ 
tended or packaged, out of the channels of 
interstate commerce. Section 2(q)(l)(B), 15 
U.S.C. 1261(1 )(B). 

While neither the language of the 
FHSA nor its legislative history con¬ 
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tains any explicit requirement to bal¬ 
ance the degree or nature of the 
hazard against the effect of reducing 
the hazard on the cost, utility or avail¬ 
ability of the product, the requirement 
that CPSC find that "protection of 
the public health and safety can be 
adequately served only by (banning) 
the substance” recognizes that the less 
stringent alternative of labeling must 
be considered before the Commission 
bans a substance. If CPSC finds that 
the continued distribution for house¬ 
hold use of the hazardous substance 
presents an imminent hazard to the 
public health, the agency may publish 
a notice of such finding in the Federal 
Register, thus banning the substance 
pending completion of the rulemaking 
proceeding. 

(c) Relationship to other statutory 
authorities. Under the CPSA, CPSC is 
required to defer to OSHA if risks can 
be adequately reduced by that agency, 
to EPA if a risk can be reduced under 
the Clean Air Act and to FDA with re¬ 
spect to radiation emitted from elec¬ 
tronic products. Foods, drugs and cos¬ 
metics are among the products ex¬ 
cluded from the CPSC's jurisdiction 
under the FHSA and CPSA. The Toxic 
Substances Control Act (TSCA) vests 
EPA with omnibus authority to regu¬ 
late all aspects of the production, dis¬ 
tribution and use of toxic substances. 
This authority is concurrent with the 
Commission's authority to regulate 
such substances in consumer products. 
Section 9 of TSCA (15 U.S.C. 2608) 
prescribes a complex scheme under 
which the EPA Administrator, in his 
or her discretion, may refer risks asso¬ 
ciated with toxic substances to other 
agencies, including CPSC, if they can 
be more adequately addressed under a 
statute administered by the other 
agency. 

(d) Imminent hazards . (1) In deter¬ 
mining whether to exercise its author¬ 
ity regarding imminent hazards, de¬ 
scribed above, CPSC will consider: (i) 
The relative certainty of the scientific 
case against the substance; (ii) The ap¬ 
parent potency of the substance; (iii) 
The extent of consumer exposure to 
products containing the substance in¬ 
cluding, (A) The number and kinds of 
products; (B) The amount of the sub¬ 
stance contained in the products; and 
(C) To the extent feasible, the amount 
of the substance available for human 
uptake. 

(2) In addition to the factors set 
forth above, imminent hazard determi¬ 
nations under the FHSA (See 15 
U.S.C. 1261(q)(2)) are subject to regu¬ 
lations issued by FDA at 21 CFR 2.5. 

§ 1010.5 Interagency cooperation. 

Cooperation among the Federal 
agencies charged with protecting the 
public health and safety from risks as¬ 
sociated with toxic substances is clear¬ 
ly essential in order to afford the 


greatest possible protection at the 
least cost to society. CPSC, EPA, FDA, 
and OSHA, have formed the Inter¬ 
agency Regulatory Liaison Group to 
achieve this goal of common coopera¬ 
tion. CPSC also participates as an 
agency member of the Toxic Sub¬ 
stances Strategy Committee, chaired 
by the Council on Environmental 
Quality. 

§ 1040.6 Summary of principles and proce¬ 
dure for classification, evaluation, and 
regulation of carcinogens. 

(a) In order to ensure that rapid, ef¬ 
fective and responsible regulation 
ensues in appropriate cases, and that 
consistent criteria will be applied, the 
following internal procedural guide¬ 
lines are established. These guidelines 
describe a four-step process to be used 
by CPSC for: The preliminary screen¬ 
ing of substances about which a ques¬ 
tion of carcinogenicity has been raised; 
the classification of those substances 
used in consumer products; the evalua¬ 
tion of consumer products containing 
classified substances; and a determina¬ 
tion as to any regulatory action to be 
taken regarding those products. This 
document does not address the proce¬ 
dure CPSC staff may use in seeking 
out and identifying potentially car¬ 
cinogenic substances. To date, the 
agency has had to assume a predomi¬ 
nantly reactive posture with respect to 
carcinogenic and other chronic haz¬ 
ards. Petitions, consumer complaints, 
interagency referrals, etc., have con¬ 
sumed all available staff resources. 
The Commission is now attempting to 
develop an internal system for identi¬ 
fying chronic hazards needing investi¬ 
gation. 

(b) Preliminary screening. The first 
step in addressing substances about 
which a question of carcinogenicity 
has been raised is a preliminary 
screening conducted by the staff. The 
purpose of this screening is to deter¬ 
mine whether CPSC has jurisdiction 
or authority to act. During this stage, 
a determination is made whether 
there is reason to believe the sub¬ 
stance is present in any consumer 
products subject to CPSC jurisdiction 
or whether the agency need not act 
because another agency is adequately 
dealing with the potential hazard. 

(c) Classification. (1) When it is de¬ 
termined that the substance may be 
present in one or more consumer prod¬ 
ucts subject to CPSC jurisdiction, the 
next step is the classification of this 
substance based on the type and qual¬ 
ity of the available test data and stud¬ 
ies. CPSC recognizes that the question 
of what presents a carcinogenic risk to 
humans is highly controversial. Scien¬ 
tists do not agree on the mechanisms 
of carcinogenesis. Many gaps remain 
in our knowledge of the causes, pre¬ 
vention and cure of cancer. However, 
the Commission believes it is not con- 
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sistent with its mission to protect the 
public health to wait for years to re¬ 
solve these issues scientifically with¬ 
out a policy and system for the regula¬ 
tion of those substances in consumer 
products for which there is evidence of 
a carcinogenic risk. 

(2) The Commission therefore will 
use a system for the classification of 
such substances into four categories, 
based on the available data that the 
substances present carcinogenic risks 
to humans. The first category (Catego¬ 
ry A) will contain substances for 
which there is strong evidence of car¬ 
cinogenicity. The second category 
(Category B) will contain those sub¬ 
stances for which the evidence is sug¬ 
gestive but not as strong. The third 
category (Category C) will contain two 
types of substances. First, it will con¬ 
tain substances about which a ques¬ 
tion has been raised regarding the po¬ 
tential carcinogenic hazard to humans, 
but for which there is very limited evi¬ 
dence of carcinogenicity. Second, it 
will contain substances belonging to 
classes or families of chemicals where 
many members of the class or family 
have been shown to be carcinogenic. 
CPSC believes that substances belong¬ 
ing to such a class or family require 
further testing if the substance is or 
may become widely used in consumer 
products. The fourth category (Cate¬ 
gory D) will contain substances which 
had been previously classified as 
either A, B or C but for which the ex¬ 
isting evidence does not indicate car¬ 
cinogenic potential at the time of re¬ 
classification. 

(3) CPSC recognizes that new infor¬ 
mation about classified substances will 
likely be developed as a result of fur¬ 
ther testing and investigation. There¬ 
fore. the classification determinations 
under this policy, particularly in Cate¬ 
gory B and C, will be subject to 
change. In order to insure that sub¬ 
stances are classified on the basis of 
the most current information, the 
classification of all substances under 
this policy will be subject to periodic 
review and reaffirmation or adjust¬ 
ment by the Commission. Individual 
substances may be reclassified by the 
Commission on an ad hoc basis should 
the need arise. 

(d) Evaluation of products contain¬ 
ing classified substances. The next 
step in the Commission’s procedural 
guidelines provides for evaluation of 
products containing classified sub¬ 
stances. This includes an evaluation of 
the factors to be considered by CPSC 
in determining the nature and extent 
of any regulatory action that should 
be taken, including such factors as the 
extent to which products containing 
the substance are used and by whom; 
the potency of the substance, poten¬ 
tial for human uptake, the probable 
effect of regulation on the hazard; and 
the social and economic impact of the 
regulation. 


(e) Regulatory treatment of products 
containing Category A substances. 
This step includes the selection of the 
appropriate regulatory strategy, in¬ 
cluding both identification of the ap¬ 
propriate statutory authority and the 
specific remedial action required. 

(f) CPSC action regarding products 
containing Category B, C, and D sub¬ 
stances. Generally, CPSC’s policy will 
be to make every reasonable effort to 
see that Category B substances receive 
further testing. Pending the comple¬ 
tion of additional tests, CPSC may 
take appropriate steps to warn the 
public of the possibility of consumer 
risks by methods such as requiring 
manufacturers to make health and 
safety information available to con¬ 
sumers. The CPSC may take similar 
steps for Category C substances which 
are or may become widely used in con¬ 
sumer products. The CPSC will not 
take action on Category D substances 
other than to maintain records and 
update information on available test 
data and studies. 

(g) Adjustments to the policy. CPSC 
recognizes that from time to time, ad¬ 
justments to this policy may be neces¬ 
sary to reflect significant new scientif¬ 
ic information, legal and policy devel¬ 
opments and interagency regulatory 
initiatives. 

Subpart B—Preliminary Screening 

§ 1010.11 Scope of preliminary screening. 

When information comes to the at¬ 
tention of the Commission or its staff 
concerning a substance about which a 
question of carcinogenicity is raised. * 
the staff on its own initiative shall 
conduct a preliminary screening of 
readily available data. The chief pur¬ 
pose of this screening is to establish 
whether there is reason to believe the 
substance is present in any consumer 
products subject to CPSC jurisdiction 
before initiating additional analyses 
and evaluation involving substantial 
expenditure of resources. In addition, 
this process may reveal cases in which 
the risk to the public health and 
safety posed by a substance is being 
adequately reduced by another 
agency. The only criteria for not pro¬ 
ceeding beyond this stage are the ab¬ 
sence of consumer products containing 
the substance or action by another 
agency. Questions of potential carcino¬ 
genicity, human uptake, exposure, etc. 
will be addressed at a later point in 
the process. 


1 The Commission or its staff currently re¬ 
ceives Information concerning possible car¬ 
cinogens primarily from interagency refer¬ 
rals from testing agencies such as the Na¬ 
tional Cancer Institute, and from regulatory 
agencies such as EPA. and from petitions. 
The staff will also monitor the medical and 
scientific literature for indications of new 
risks. 


§ 1040.12 Procedure. 

(a) The staff will periodically notify 
the Commission, in writing, of the re¬ 
ceipt of the information referred to in 
§ 1040.11 and set forth a time schedule 
for the preliminary screening and if 
warranted, the subsequent classifica¬ 
tion of the substance and evaluation 
of products containing the substance. 
The Commission may revise the time 
schedule, as it deems appropriate. 

(b) In the preliminary screening, the 
staff will collect and assemble readily 
available data on the uses of the sub¬ 
stance in consumer products under 
CPSC jurisdiction and determine if an¬ 
other agency is addressing possible 
risks of injury presented by such prod¬ 
ucts. The staff will notify the Commis¬ 
sion. by memorandum, only if one of 
the criteria for not proceeding further 
applies. Otherwise, the staff will pro¬ 
ceed to the classification stage of the 
process. The order in which the staff 
will classify substances will be based 
on priority criteria that will be devel¬ 
oped and approved by the Commis¬ 
sion. 

Subpart C—Classification 

§ 1040.21 Scope and principles of classifi¬ 
cation. 

(a) Scope. After the initial screening 
and the determination that a sub¬ 
stance may be present in consumer 
products subject to CPSC jurisdiction, 
the staff 2 will classify the substance 
into one of four categories based on 
the existing evidence that the sub¬ 
stance is a possible human carcino¬ 
gen. 3 

(b) Principles. In analyzing the evi¬ 
dence regarding potential carcinogen¬ 
icity, the staff will be guided by the 
following general principles: 

(1) Human studies—(i) Use and limi¬ 
tations. Epidemiological studies of 
human populations can provide strong 
evidence of a relationship between ex¬ 
posure to substances and disease. 
Human studies can provide direct data 
about such factors as sensitivity and 
metabolism, route and length of expo¬ 
sure, latency periods and spontaneous 
tumor rates. On the other hand, 
human epidemiological studies almost 


2 In addition to its own scientific staff, the 
agency may seek out expert advice by re¬ 
taining consultants or establish a panel of 
experts from relevant disciplines such as 
toxicology, medicine, pathology, chemistry, 
biometry, and epidemiology. Establishment 
of such a panel will be governed by the Fed¬ 
eral Advisory Committee Act (5 U.S.C. App. 
I, 5 1 et seq.). These experts may be available 
to the Commission staff as necessary to 
evaluate the available data and test results, 
in terms of the quality, adequacy and inter¬ 
pretation of experimental and epidemiolog¬ 
ical data. 

*In the classification phase the staff will 
not be limited to readily available data. Full 
literature searches and consultations with 
experts in the field may be conducted. 
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never establish a direct cause and 
effect relationship between exposure 
to a substance and disease. Amount of 
exposure is generally estimated and 
the study group is usually exposed to 
a variety of substances as well as being 
affected by other factors. Further, 
since the study group is virtually 
always selected retrospectively, experi¬ 
mental conditions cannot be con¬ 
trolled. Nevertheless, while questions 
may be raised concerning human stud¬ 
ies, CPSC will regard positive results 
in sound epidemiological studies as re¬ 
liable indicators of carcinogenicity in 
humans. 

(ii) Positive versus negative results. 
For the reasons set forth below, the 
agency will not rely on negative re¬ 
sults in epidemiological studies to es¬ 
tablish the safety of substances. The 
latency period between exposure to 
carcinogenic substances and the onset 
of disease can vary from five to forty 
years. Given this latency period, CPSC 
believes that the basic type of cohort 
or case control study, which must be 
conducted retrospectively, is more 
likely to provide false negative than 
false positive results. Follow-up time 
may simply have been too short to 
cover individual susceptibilities in la¬ 
tency period for the cohort study. For 
the case-control study, the latency 
period may be too long to adequately 
evaluate exposure. Thus, a chemical 
that appears safe for human exposure 
on the basis of negative results may 
subsequently be demonstrated to 
cause cancer. The latency period also 
creates special problems when young 
children are exposed to a carcinogenic 
substance because more time will be 
available during their lives for disease 
to manifest itself. 

(2) Animal studies . (i) With the pos¬ 
sible exception of arsenic and benzene 
(still under study) all chemical sub¬ 
stances or mixtures that have been 
shown to be carcinogenic in humans as 
a result of epidemiological studies 
have also been shown to be carcino¬ 
genic in experimental animals. Howev¬ 
er, because of the difficulty in obtain¬ 
ing epidemiological data, there is often 
no evidence as to whether a chemical 
that has been shown to be carcinogen¬ 
ic in animals is also carcinogenic in 
humans. Nevertheless, prudence re¬ 
quires an assumption that such chemi¬ 
cals pose a risk of cancer to humans. 
This principle has been recognized and 
applied by a number of Federal agen¬ 
cies, including CPSC in its interpreta¬ 
tion of the FHSA as banning TRIS in 
children's sleepwear, and has been af¬ 
firmed by the courts. It is set forth in 
the “General Criteria for Assessing 
the Evidence for Carcinogenicity for 
Chemical Substances," recently pro¬ 
posed for the National Cancer Insti¬ 
tute by the Subcommittee on Environ¬ 
mental Carcinogenesis of its National 
Cancer Advisory Board (“NCAB 
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Report”) 58 J. Nat. Cancer Inst. 461 
(Feb. 1977). The staff will be generally 
guided by the NCAB Report in assess¬ 
ing experimental conditions and the 
kinds of statistically significant 
changes in tumor incidence that may 
be used to characterize carcinogenic 
potential. 

(ii) More specifically, CPSC will rely 
on the following concepts in evaluat¬ 
ing animal studies for purposes of clas¬ 
sification: 

(A) Mammalian svecies. CPSC gen¬ 
erally will rely only upon results 
found in testing mammalian species as 
opposed to reptiles, fish, etc. As a 
practical matter, small mammals such 
as hamsters, rats and mice will be the 
test animals of choice, because of their 
convenience, relatively low cost, and 
susceptibility to agents known to be 
carcinogenic to humans. 

(B) Positive versus negative results . 
In general, positive results in tests 
with experimental animals, if obtained 
under sound experimental conditions 
and with proper statistical confirma¬ 
tion, should supersede negative re¬ 
sults. Further, because of interspecies 
variations in susceptibility, negative 
results in one species should not de¬ 
tract from the significance of clearly 
positive results obtained in another 
species. Moreover, because of the in¬ 
herent difficulties in epidemiological 
studies, sound positive animal data 
should generally supersede negative 
human data. 

(C) Testing at high dose. Testing of 
chemicals at high exposure levels, at 
or approaching the maximum tolerat¬ 
ed dose level, is employed to compen¬ 
sate for the limited number of animals 
available for long term bioassays and 
CPSC will consider results in such 
tests reliable indicators of carcinogen¬ 
icity. 

(D) Organ specificity. In some in¬ 
stances the site of cancer seen in labo¬ 
ratory animals is often the same as 
that recorded in human epidemiolog¬ 
ical studies. In others, the site is dif¬ 
ferent. Therefore, the Commission will 
not presume that the organ affected 
in animal studies will necessarily be 
the same as that in humans. 

(E) Benign tumors . CPSC proposes 
placing the same weight on the results 
of animal experiments in which only 
benign tumora are observed, as upon 
experiments in which both malignant 
and benign tumors are observed. Al¬ 
though historically a distinction has 
been drawn between the two kinds of 
tumors, considerations such as the 
fact that benign tumors are hazardous 
without progressing to malignant 
stages, and the lack of any basis for 
determining which benign tumors may 
or may not progress to the malignant 
stage, have led agencies and expert 
committees to be more cautious. Thus, 
in the instances where benign, but not 
malignant, tumors are observed. CPSC 


will give these results the same weight 
as tests resulting in malignant tumors. 

(F) Increased incidence of spontane¬ 
ous turners. CPSC recognizes that cer¬ 
tain animal strains have high and vari¬ 
able spontaneous incidence of tumors 
in one or more organs. An example is 
the incidence of liver tumors in certain 
strains of mice. Even in cases where 
the spontaneous tumor incidence is 
high, however, positive inferences can 
be drawn from a decrease in the laten¬ 
cy period or an increase in the number 
of tumors per animal. Accordingly, 
CPSC proposes to interpret the results 
of experiments showing a statistically 
significant increased incidence of 
tumors, or a statistically significant 
decreased time to onset of tumors in 
treated animals versus controls as 
positive evidence of carcinogenicity, 
regardless of the spontaneous tumor 
Incidence. 

(G) Routes of exposure. In cases 
where the test compound adminis¬ 
tered to the experimental animals is 
circulated systemically, giving rise to 
tumors at sites other than the point of 
application, it seems reasonable to 
regard the route of administration as 
immaterial in weighing the potential 
risks to humans. Where tumors are in¬ 
duced only at the site of administra¬ 
tion, it becomes important to evaluate 
the appropriateness of the route of ex¬ 
posure with that likely to occur during 
use of the consumer products. For ex¬ 
ample, this evaluation is particularly 
important in those cases in which the 
only tumors observed are skin tumors 
at the site of application, but consum¬ 
er exposure is likely to be through 
skin contact. 

(iii) In relying on animal studies for 
purposes of classification, CPSC will 
ensure that tests, to the extent feasi¬ 
ble, conform to the guidelines for 
design of chronic toxicity and carcino¬ 
genicity tests set forth in “Principles 
and Procedures for Evaluating the 
Toxicity of Household Substances,” 
National Academy of Sciences (June 
1977) (“NAS Publication 1138”). 

(3) Short-term or in vitro tests for 
carcinogens, (i) CPSC is aware that a 
number of short-term or in vitro tests 
are currently being developed and 
appear promising as part of a screen¬ 
ing system for potential carcinogens in 
humans and experimental animals. 
The development of such tests is based 
on the assumption that cancer can be 
related to genetic alterations and that, 
therefore, detection of such changes is 
indicative that a substance may have 
carcinogenic potential. The various 
short-term tests are discussed more 
fully in NAS Publication 1138, cited 
above. 

(ii) As the NCAB report 4 states, 
none of the existing short-term tests 
can be used to establish whether a 


4 58 J. Nat. Cancer Inst. 463. 
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compound will or will not be carcino¬ 
genic in humans or experimental ani¬ 
mals. Therefore. CPSC concludes at 
this time that positive results in such 
tests without confirmation in animal 
species or in humans will not support 
a decision to ban or limit the use of 
the substance in consumer products on 
the basis of its suspected carcinogen¬ 
icity. However, in view of the fact that 
positive results in these tests suggest 
the need for testing of the substance 
in long term bioassays, CPSC will con¬ 
sider as possible options: performing, 
requiring or encouraging further test¬ 
ing of such substances, and requiring 
recordkeeping and submission of tech¬ 
nical data to the agency. 

(4) Classes or families of chemicals. 
CPSC believes that substances belong¬ 
ing to a class or family of chemicals, 
many members of which have been 
shown to be carcinogenic, should be 
subject to further testing if they are 
presently or will become widely used 
in consumer products. 

(5) Threshold limits. CPSC concludes 
that threshold limits for exposure to 
carcinogens below which it can be said 
there is no effect have yet to be estab¬ 
lished. While CPSC recognizes that re¬ 
lationships between dose and response 
have been identified for a number of 
carcinogens and generally these seem 
to follow traditional curves, with re¬ 
sponse increasing with increasing dose, 
no threshold has yet been identified 
below which a carcinogen has no 
effect. The nature of the dose-re¬ 
sponse relationship and the existence 
of thresholds have been discussed by 
many experts in the field of cancer re¬ 
search and they are substantially in 
agreement that dose-response data 
cannot be used to set no-effect levels 
for exposure to chemical carcinogens. 
Moreover, CPSC must consider vary¬ 
ing individual susceptibilities within 
the heterogeneous human population. 
This contrasts with the homogeneous 
strains of animals used in tests and 
the relative homogeneity of defined 
human study groups. Thus, once a pre¬ 
sumption of carcinogenicity has been 
established for a substance, any expo¬ 
sure to the substance must be consid¬ 
ered to be attended by some risk when 
considering any given population. 

§ 1040.22 Description of categories. 

CPSC recognizes that any assess¬ 
ment of carcinogenic risk must ulti¬ 
mately rest upon the best judgment of 
individuals expert in evaluating and 
interpreting the data derived from ex¬ 
perimental studies and human obser¬ 
vations. However, guidance is neces¬ 
sary to structure such findings and 
assure consistency of regulatory treat¬ 
ment. Such guidance is provided in the 
following criteria for classifying sub¬ 
stance based on the conclusions 
reached from the existing data. 

(a) Category A. This category con¬ 
sists of those substances for which 


there is strong evidence of carcinogen¬ 
icity. This evidence may come either 
from human epidemiological studies, 
long term animal studies, a combina¬ 
tion of long term animal studies and 
in vitro testing, or other information 
provided by the staff which the Com¬ 
mission regards as compelling evidence 
of carcinogenicity. Specifically, a sub¬ 
stance will be classified as Category A 
if: 

(1) The National Cancer Institute 
has issued a finding that the sub¬ 
stance is an animal or human carcino¬ 
gen; or 

(2) The substance either significant¬ 
ly increases the incidence or reduces 
the time to onset of benign or malig¬ 
nant neoplasms in humans in the ex¬ 
posed versus nonexposed group; or 

(3) (i) The administration of the sub¬ 
stance to groups of animals in well de¬ 
signed and soundly conducted experi¬ 
ments significantly increases the inci¬ 
dence or reduces the time to onset of 
one or more types of benign or malig¬ 
nant neoplasms in the treated groups 
as compared to control groups main¬ 
tained under identical conditions but 
not given the test compound. 

<ii) Ordinarily, the results referred 
to in paragraph <3Xi) of this section 
must follow from systemic distribution 
of the substance and must be obtained 
in either (A) Two species of test ani¬ 
mals; <B) One species of test animal 
when replicated in a second experi¬ 
ment using independent control 
groups; (C) One species of test animal 
when supported by a battery of well 
designed and soundly conducted rele¬ 
vant short-term tests, such as assays 
for: Neoplastic transformation of 
mammalian cells in culture; mutagene¬ 
sis in mammalian somatic cells; muta¬ 
genesis in bacteria, yeast, drosophila 
melanogaster or other appropriate cell 
systems; or the induction of DNA 
damage and repair; or 

(4) The Commission finds that there 
is other evidence sufficiently compel¬ 
ling to warrant classifying the sub¬ 
stance as Category A. For example, on 
the basis of a staff analysis that the 
results constitute sufficiently strong 
evidence of carcinogenicity, the Com¬ 
mission may, in its discretion, classify 
a substance as Category A based on a 
single, unreplicated long term animal 
study. 

(b) Category B. This category will 
consist of those substances for which 
the evidence of carcinogenicity is sug¬ 
gestive that a risk to humans exists. A 
substance will be classified as Catego¬ 
ry B if: 

(1) Human or animal data are sug¬ 
gestive but not conclusive of carcino¬ 
genicity because they are statistically 
inconclusive or methodologically defi¬ 
cient but nonetheless tend to support 
a finding of carcinogenicity; or 

(2) Positive results exist in one or 
more short-term tests but have not 


been confirmed by positive data from 
either human studies or long-term 
animal experiments; or 

(3) Positive results exist in only one 
unreplicated long term animal test the 
results of which are not sufficiently 
compelling to warrant classification as 
Category A, and are not supported by 
a battery of positive results in short¬ 
term test: 

(c) Category C. This category will 
consist of substances which are mem¬ 
bers of a class or family of chemicals, 
many members of which are known to 
be carcinogens. It also consists of 
other substances about which a ques¬ 
tion has been raised regarding the po¬ 
tential carcinogenic hazard to humans, 
but for which the evidence is very lim¬ 
ited. 

(d) Category D. This category will 
consist of substances which had been 
previously classified as either A, B or 
C, but for which the existing evidence 
does not indicate carcinogenic poten¬ 
tial at the time of re-classification. 

§ 1040.23 Commission review of staff clas¬ 
sification. 

After the classification has been ini¬ 
tially determined by the staff, the 
staff will prepare a briefing package 
and, where necessary, a Federal Reg¬ 
ister notice, summarizing the infor¬ 
mation and the opinions of the staff 
and others who assisted in determin¬ 
ing the classification. At the same 
time, the staff will bring to the Com¬ 
mission’s attention any evidence which 
it believes the Commission might find 
sufficiently compelling to exercise its 
discretion under § 1040.22(a)(4). The 
Commission will expeditiously consid¬ 
er the information furnished by the 
staff and any other information and 
data it deems relevant and appropriate 
and will approve the staff recommen¬ 
dation or make such changes as the 
Commission determines are appropri¬ 
ate and necessary. The provisional 
classification of a substance into Cate¬ 
gory A or B will be published for 
public comment in the Federal Regis¬ 
ter. Comment will also be requested 
on the distribution and use of the sub¬ 
stance in consumer products and the 
availability of the substance for 
human uptake. Any comments re¬ 
ceived will be analyzed by the staff to 
determine if significant questions are 
raised concerning the correctness of 
classification. If, in the opinion of the 
Executive Director or his or her desig¬ 
nee, significant questions are raised, 
the issues will be brought before the 
Commission for resolution. If the sub¬ 
stance is classified as Category A, the 
Commission, in accordance with as¬ 
signed priorities (see § 1040.31), will 
direct the staff to proceed with the 
evaluation phase while awaiting reso¬ 
lution by the Commission of any sig¬ 
nificant questions raised by the public 
comments. 
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Subpart D—Staff Evaluation and 
Commission Appraisal of Products 
Containing Classified Substances 

§ 1040.31 Priorities for staff evaluation 
and Commission appraisal. 

In determining the order in which 
products containing classified sub¬ 
stances will be evaluated by the staff, 
the Commission recognizes that it may 
need to set priorities among sub¬ 
stances. Generally, priority will be 
based on the relative certainty of the 
evidence concerning the substance (i.e. 
the category to which it is assigned), 
the apparent potency of the sub¬ 
stance, 6 the extent of consumer expo¬ 
sure to products containing the sub¬ 
stance, including the approximate 
number of products and the amount of 
the substance contained in each, and 
the potential for human uptake. This 
may lead in some cases to the alloca¬ 
tion of resources to the investigation 
and possible regulation of high prior¬ 
ity Category B or C substances rather 
than low priority Category A sub¬ 
stances. 

§ 1040.32 Guidelines and procedures for 
staff evaluation and Commission ap¬ 
praisal. 

(a) Guidelines . In accordance with 
Commission assigned priorities, as dis¬ 
cussed in § 1040.31, the staff will pre¬ 
pare, for each Category A substance, 
and in certain appropriate cases, for 
Category B or C substances, an evalua¬ 
tion of products contain the substance 
for the use of the Commission in con¬ 
sidering the nature and extent of any 
regulatory action. In appraising the 
staff evaluation, the Commission will 
be guided by the Statement of Gener¬ 
al Policy set forth in § 1040.1 

(b) Procedure. There may be two 
stages of staff evaluation of products 
containing classified substances. 

(1) First stage evaluation. In the 
first stage, the staff will supply only 
the data and analysis which can be de¬ 
veloped adequately within a minimum 
amount of time. The staff will, as ex¬ 
peditiously as possible, prepare a 
report and brief the Commission on 
the results of the preliminary analysis. 
After reviewing the report, the Com¬ 
mission will decide either to consider 
regulatory action, or to proceed with a 
second level of staff evaluation and 
Commission appraisal. 

(2) Second stage evaluation. The 
Commission will direct the staff to 
prepare a second level of analysis only 
when the first indicates that unre¬ 
solved questions are serious enough to 
warrant further exploration. The 
Commission will provide the staff with 


‘Potency should be estimated using 
human data or, where that is not available, 
using dose response data for the most sensi¬ 
tive animal species in which the substance 
has been tested. 
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guidance as necessary on specific prob¬ 
lems to be covered in the second stage 
analysis. Thus, the second stage analy¬ 
sis need not expand on every factor 
considered in the first stage, but only 
those where substantial uncertainties 
remain. The staff will prepare a report 
and brief the Commission on the re¬ 
sults of the second stage analysis. Reg¬ 
ulatory action will then be considered. 

§ 1040.33 Factors considered in staff eval¬ 
uation and Commission appraisal. 

The factors set forth below will be 
considered by the staff and the Com¬ 
mission in evaluation and appraisal of 
products containing Category A sub¬ 
stances and in certain appropriate 
cases, products containing Category B 
or C substances: 

(a) Exposure. The staff evaluation 
shall consider, to the extent warranted 
by the particular circumstances of 
each case, the following information 
on exposure: (1) Products and/or 
classes of products in which the sub¬ 
stance appears; (2) ranges or levels of 
concentration and forms in which the 
substance appears; (3) major use char¬ 
acteristics of the products as they may 
affect routes of entry into the body; 
(4) intensity or duration of exposure 
of the public to a substance; (5) 
volume of products in consumer's 
hands and the distribution chain; and 
(6) population exposed, including high 
exposure or high vulnerability groups. 

(b) Human uptake. The staff evalua¬ 
tion shall consider, to the extent war¬ 
ranted by the particular circumstances 
of each case, the factor of human 
uptake, including the quantity of the 
substance that could come in contact 
with tissue or organs under reasonably 
foreseeable conditions of product use 
or misuse. This analysis may take into 
account the physical and chemical 
characteristics of the substance and 
the product in which it appears, in¬ 
cluding solubility, particle size for aer¬ 
osols, skin penetration, and absorption 
rates. 

(c) Substitutes. The staff evaluation 
shall consider, to the extent warranted 
by the particular circumstances of 
each case, the availability, adequacy 
and comparative costs of probable sub¬ 
stitutes. The evaluation should also 
discuss possible hazards of probable 
substitutes, including toxicity. 

(d) Potential economic and social ef¬ 
fects. The staff evaluation shall con¬ 
sider, to the extent warranted by the 
particular circumstances of each case, 
the following information: 

(1) The need of the public for the 
consumer products containing the sub¬ 
stance; 

(2) The probable effect of regulation 
on the utility, cost, or availability of 
products to meet the need; and 

(3) Any means of achieving the regu¬ 
latory objective while minimizing ad¬ 
verse effects on competition or disrup¬ 


tion or dislocation of manufacturing 
and other commercial practices. 

(e) Environmental assessment To 
the maximum extent possible, the 
staff evaluation should serve as the 
basis for CPSC’s assessment of the 
effect of possible regulatory action on 
the environment. 

(f) Interaction of risk factors. (1) In 
estimating the risk of injury or illness 
presented by a product containing a 
carcinogenic substance, it is important 
to assess the interaction of several fac¬ 
tors, including the potency of the car¬ 
cinogenic substance, the exposure to 
that substance, and the availability of 
the substance for human uptake. This 
assessment of the risk of injury or ill¬ 
ness will generally take the form of an 
estimate based on reasonable assump¬ 
tions or self-evident circumstances. 

(2) CPSC recognizes that the vary¬ 
ing potency of chemical carcinogens 
(in comparable animal test systems) 
can elicit responses which vary by as 
much as a factor of 10 million. Like¬ 
wise, exposure patterns of products 
vary widely and differences often exist 
between routes of exposure in animal 
bioassays and actual product use. Dif¬ 
ferences in human uptake patterns 
and in sensitivity between animal and 
human systems are also factors which,- 
to a lesser degree, affect the carcino¬ 
genicity of substances to humans. 

(3) The great magnitude of the dif¬ 
ferences cited above suggests that 
there are situations in which it is de¬ 
sirable to estimate quantitatively the 
level of risk presented by a product 
using mathematical relationships in¬ 
terrelating estimates of exposure con¬ 
ditions, sensitivity, and human uptake 
factors. It is recognized, however, that 
these quantitative estimates of risk 
utilizing mathematical relationships 
have varying degrees of reliability, de¬ 
pending both upon the data and the 
assumptions involved. This is especial¬ 
ly so when extrapolating from doses 
sufficiently high to produce tumors in 
animals to the lower doses of expected 
consumer exposure. 

(4) Accordingly, quantitative esti¬ 
mates of risk may be used by CPSC in 
making judgments as to the relative 
degree of risk of injury or illness pre¬ 
sented by a product in setting prior¬ 
ities for regulatory action. 

Subpart E—Regulatory Treatment of 
Products Containing Category A 
Substances 

§ 1040.41 Regulatory approach. 

(a) As stated in the Statement of 
General Policy, § 1040.1, CPSC will not 
permit known carcinogens to be inten¬ 
tionally added to consumer products if 
they can be absorbed, inhaled or in¬ 
gested into the human system, unless 
elimination of the carcinogenic sub¬ 
stance would result in unacceptable 
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economic and social costs, in which 
case CPSC will require reduction of 
the substance to the lowest attainable 
level until reasonable substitutes are 
identified. 

(b) Consequently, it is reasonable to 
assume that CPSC will act to ban, or 
reduce to the lowest level attainable, 
the intentional addition to a consumer 
product of a Category A substance. 
However, the timing of this action will 
depend, as discussed in § 1040.31, on 
the priority accorded the substance in 
comparison with other substances. 
Products containing Category A sub¬ 
stances assigned a low priority for reg¬ 
ulatory action to ban or limit the use 
of the substance, may be subject to in¬ 
terim regulatory action as provided in 
§ 1040.51(b). 

§ 1040.42 Effective date, recall and immi¬ 
nent hazards. 

In determining the effective date of 
a ban, as well as the need to exercise 
its recall or imminent hazard authori¬ 
ty. CPSC will seek ways to minimize 
the disruptive effect of its actions on 
commerce to the extent consistent 
with protection of public health and 
safety. 


§ 1040.43 Public participation. 

The Commission will ensure that the 
public is involved to the greatest prac¬ 
ticable extent in the decision-making 
process leading to the regulation of 
carcinogenic risks. The public has the 
right, under the CPSA, to furnish to 
the Commission data, views and argu¬ 
ments in writing and orally on pro¬ 
posed consumer product safety rules 
and has similar procedural rights 
under the FHSA. In addition, where 
appropriate, the Commission will pro¬ 
vide for other hearings and public 


/ 


meetings on questions of regulation of 
carcinogens. 

Subpart F—Regulatory Treatment of 

Products Containing Category B 

and C Substances 

§ 1040.51 Regulatory options. 

(a) Testing. Category B substances 
are those for which the scientific evi¬ 
dence of carcinogenicity is suggestive 
but not as strong as that for Category 
A. Category C substances are those 
about which a question of carcinogen¬ 
icity is raised, either on the basis of 
limited evidence or membership in a 
family or class of chemicals, many of 
which have been shown to be carcino¬ 
genic. Generally, CPSC will make 
every reasonable effort to see that 
substances classified as Category B 
and C receive further testing. 6 

(b) Interim regulatory action. Pend¬ 
ing the completion of additional tests, 
CPSC may consider whether interim 
regulatory action should be taken. 

(1) Warning statements. Interim 
action could take the form of regula¬ 
tion under section 27(e) o t the CPSA 
requiring manufacturers to make in¬ 
formation available to consumers at 
point of sale, including requiring an 
explicit cautionary statement regard¬ 
ing positive results of any tests con¬ 
ducted on the substance; 

(2) Labeling. CPSC may consider 
mandatory labeling of products con¬ 
taining Category B and C substances. 


*CPSC may require manufacturers, under 
the provisions of section 27(e) of the CPSC 
to conduct specific tests and to provide it 
with the results of those tests. CPSC may 
also request EPA to require manufacturers 
to supply testing data under the Toxic Sub¬ 
stances Control Act. 


(See e.g., section 27(e), CPSA, 15 
U.S.C. 2076(e) and section 3(b) FHSA 
(15 U.S.C. 1262(b)). 

(3) Recordkeeping. CPSC may con¬ 
sider mandatory recordkeeping of the 
production and distribution of prod¬ 
ucts containing Category B and C Sub¬ 
stances under section 16(b) of the 
CPSA (15 U.S.C. 2065(b)). 

Subpart G—Products Containing 
Category D Substances 

§ 1040.61 CPSC Action. 

CPSC will monitor sources of infor¬ 
mation concerning Category D sub¬ 
stances and maintain any data re¬ 
ceived in order to determine whether 
re-classification into Category A, B. or 
C is warranted. No regulatory action 
will be taken with regard to products 
containing Category D substances. 

Interested persons are invited to 
submit written comments on this 
statement of policy and procedures 
before the close of business October 
11, 1978. Comments received after that 
date will be considered to the extent 
practicable. Comments should be ac¬ 
companied by any relevant supporting 
data, and should be submitted prefer¬ 
ably in five copies, addressed to the 
Secretary. Consumer Product Safety 
Commission, Washington. D.C. 20207. 
Received comments may be seen in 
the Office of the Secretary, Consumer 
Product Safety Commission. 1111 18th 
Street NW., third floor. Washington, 
D.C. during working hours Monday 
through Friday. 

Dated: June 8. 1978. 

Sadye E. Dunn, 
Acting Secretary , Consumer 
Product Safety Commission. 

IFR Doc. 78-16441 Filed 6-9-78; 3:28 pm] 
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